COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 24.07.2025 N= 18511

OBIIAS XAPAKTEPHCTHKA JTEKAPCTBEHHOTO HPEAAPATA

V JlanHblii JIEKapCTBEHHBIN Ipenapar MOJICKUT AOMOTHUTEILHOMY MOHUTOPUHTY. DTO MO3BOJIUT
OBICTPO BBIIBUTH HOBYIO HH(OpMaIHIO 110 6e30macHocTu. MbI oOpataemMcsi K pabOOTHUKAM CUCTEMBbI
3JIpaBOOXPAaHEHHS C MPOCHOOH COOOIIATh O JHOOBIX MOJ03PEBAECMBIX HEXKENATCIbHBIX PEaKIHUIX.
[Topsmox coobiieHust 0 HeXKeNnaTeNIbHBIX PeakIusaX MpeicTaBieH B pasaene 4.8.

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Kontunwmst, 40 mr/mut, pacTBOp /sl BHYTPUTIIA3HOTO BBEICHHMS.

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByroniee BelecTBO: ahIuOepIenT .
Kaxxneiii M1 pactBopa conepkut 40 mr agubeprienra.
Kaxxnprit daxon comepxut 11,12 mr apiubdepuenra B 0,278 mi pacTBopa.

W3Bnekaembiii 00beM oxHoro ¢nakona cocrasisier 0,1 mi pacTBopa, 4TO SKBHUBAJIEHTHO 4 Mr
adumbepuenta. J[aHHbINA H3BIIEKaeMblil 00BEM PacTBOPA MO3BOJIIET 00ECIEUUTh BBEACHNUE Pa30BOH
1036l 2 Mr adumbepienta, uto coctasiser 0,05 M1 pacTBopa.

“Adnubepuent — 5T0 PEKOMOWHAHTHBIA TMOPHIHBIA OENOK, COCTOSIIMKA M3 (parMeHTOB
BHEKJICTOYHBIX IOMEHOB YEJIOBEYECKHX PEUENTOPOB COCYAMCTOTO YHIOTEIHAIBHOTO (PakTopa pocTa
VEGF 1 (VEGFR-1) u VEGF 2 (VEGFR-2), coemunennbix ¢ Fc-pparMeHTOM YenoBe4eCKOro
ummyHornooynuaa G (IgG1L), monyueHHbIH B KiIeTKaxX ssMdHAKa kutaiickoro xomsuka (CHO) K1 ¢
MTOMOMIBIO TeXHOJIOTUU pekomOnHanTHOM JIHK.

BcenomoratenbHble BelecTBa, HalW4He KOTOPBIX HAAO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOT'O
npemnapara: HaTpuit (cM. pasaen 4.4.).

ITonHpI1it MEpCUCHb BCIIOMOT'aTCJIbHBIX BCIICCTB IIPUBECACH B pa3JCiIic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PaCTBOp AJIsI BHYTPUTJIA3HOT'O BBCICHU .

Hpo3paqHasI WM CJICTKa onajecuupyromasa, OT 6eCHBeTHOFO A0 KOPHUYHEBATO-KCJIITOr0 IBETA
KHUIKOCTD.

4. KIMHUYECKUE JAHHBIE
4.1. loka3zaHusi K IPUMeEHEHHIO

[Ipenapar KonTHHUS 1MOKa3aH K IPUMEHEHHUIO Y B3pOCIbIX ¢ 18 ner:
® IS JICYCHHUS HEOBACKYJSPHOW («BJIAXKHOI») (OPMBI BO3PACTHON MaKyJSIPHOM JereHepanuu
(«BraxxuoM» hopmbr BMT);

® IS JISYCHUS YXYIIICHUS 3PEHUS, BEI3BAHHOTO MaKyJISIPHBIM OTEKOM BCJIEICTBUE OKKITFO3UU BEH
cetuarku (tieHTpanbHoi Benbl (OLIBC) nnu ee Betseit (OBLIBC));

e IS JIGYCHUSI YXYALICHUS 3pEHUS, BBI3BAHHOTO JUa0eTHYECKUM MaKyJIsipHbIM oTekoM ([IMO);
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HeoBacKyssipu3anuent (Muonuueckord XHB).
4.2. PesxuM /103MPOBAHNS U CTIOCO0 MPUMEHEHUsI

Conepxxumoe (urakoHa HEOOXOJMMO HCIIOJIb30BaTh TOJBKO JJIi OJHOW HWHBEKIUH. [Ipemapar
KoHTHHMS T0KEH BBOJIUTH TOJIBKO Bpay, MMEIOIIHA COOTBETCTBYIONIYIO KBATH(PHUKAIIUIO U OIBIT
BBITIOJHEHUS! UHTPABUTPEATIbHBIX UHBEKIIUH.

PexxuM 103upoBaHus

Heosackynapuas («enadxcnasy) ¢opma 6o3pacmuoui maxkyiaphou decenepayuu («enadxcrasy gopma
BM]])

PexomennoBannas no3a npenapara Kontunus coctasisieT 2 Mr adaubdepiienTa, 9To SKBUBAICHTHO
0,05 M pacTBoOpa.

Jlcuenue npemnaparomMm KonTuaus HaumHAaioT ¢ BBCACHHA TPEX IMOCICAOBATCIIBHBIX CKCMCECAYHBIX
I/IH’BeKI_[I/Iﬁ, IMOCJIC 3TOI0 CICAYIOUIYIO MHBCKIIUIO BBIIIOJIHAIOT Y€PE3 ABa MECsLIA.

B nanpHeiimem AByXMecsYHbIE HHTEPBAJIBl MEXy HHBEKIUAMH npernapata KoHTHHUS MOTYT OBITh
COXpaHEHbI WJIM YBEIIMYEHBI B PEKUME ICUUTh U YBEIMYMBATh UHTEPBAD» HA OCHOBAHUM OLEHKU
pe3yabTaTOB U3MEHEHHS OCTPOTHI 3PEHUSI W/WIIM aHATOMUYECKUX TOKa3aTesell JeyaluM BPadoM.
IIpy UCIOJIB30BAaHUU PEXUMA <WICYUTh U YBEIUYMBATh MHTEPBAI» K IOCICAYIOLIMM WHTEpBAJIaM
MEX1y HMHBEKUMsIMU npernapara KoHTHMHMS A00aBISAIOT MO 2 Uiau 4 HeJenu Ais MOAJAEp KaHUS
JOCTUTHYTBIX CTAOMIIBHBIX OCTPOTHI 3pEHUS W/WIIM aHATOMUYECKHUX TTOKa3aTeseH.

B CIydac yXyAUICHUsI OCTPOTbI 3PpCHUA H/UIM aHATOMUYECKHX ITOKa3aTeIeH HHTCPBAJIBI MCKIAY
WHBCKIHUAMU TOJIXKHBI OBITH COOTBETCTBEHHO COKpallCHBI.

KOHTpOHBHBIe O6CJ'I€I[OB8.HI/I}I MCKAY HHBCKIUAMU O0OBIYHO HE Tpe6y10Tc>1, OIHAaKO, C€CJIIM Bpad
CUHUTACT UX HCO6XO}II/IMI>IM, OHU MOT'YT IPOBOJUTHCA Yallc, YEM MHBCKIIUU.

HccnenoBanusi, B KOTOPbIX MHTEPBAJIbl MEXJY MHBEKIMAMHU aduudeplenta MpeBbIIald YeTbpe
Mecsila Wik ObUTH MEHEe YeThIpeX Hellelb, He MPOBOIMINCE (cM. pasznen 5.1.).

MaxkynapHuiti omex ciedcmeue OKKIO3uU 6eH cemyamiu (yeumpanoroti eenvt (OL[BC) unu ee

eéemsetl (OBL[BC))

PexomennoBanHas no3a npenapara Kontunus cocrasisier 2 Mr agiauleplienTta, 4To SKBUBAJIEHTHO
0,05 mx pacTBoOpa.

[locne HavyasbHOW WHBEKIHMM JIEUEHHE NIPOBOAUTCS €KeMecsyHO. VHTepBam Mexnay JByMs
MHBEKIHUAMU JI0JKEH OBITh HE MEHEe OJJHOTO Mecsla.

Ecin He HaOmromaeTcst ymnydlIeHHMs OCTPOTHI 3pEHMsS M AaHATOMUYECKHMX IIOKas3aTeled Iocie
HENPEPHIBHOTO JIEYCHHUS, JIeueHue npenaparoM KOHTHHMS JOKHO OBITH MPEKPAIIEHO.

ExeMecsiuHble MHBEKIIMN MPOJOJIKAIOT JO TOCTHKEHUSI MAKCUMAIBHO BO3MOYKHOWU OCTPOTHI 3PEHUS
W/WIHM OTCYTCTBUS MPU3HAKOB aKTUBHOCTHU 3a0o0sieBanus. [[jist 3Toro HeoOX0uMO MPOBEACHUE TPEX
1 0oJIee MOCIIEA0BATEIBHBIX €KEMECIIHBIX NHBEKIINI.

Tepanus MoxeT ObITh IPOJOIKEHA B PEKUME «JICUUTh U YBEITMUNBATH HHTEPBAI» IIPU TOCTEIIEHHOM
YBEJIMUEHUU UHTEPBAJIa MEKIY HHBEKIUAMU JUI TOAePHKAHUS JOCTUTHYTHIX CTAOMIIbHBIX OCTPOTHI
3peHMs W/MIM aHAaTOMMYECKMX IIOKa3aTeleil, OJHAKO [aHHbBIX, MO3BOJSIOUIMX YCTaHOBHTH
JUITUTEIBHOCTh MHTEPBAJIOB, HEIOCTATOYHO. B ciryyae yxXyameHus: ocTpoThI 3peHHs 1 aHATOMUYECKUX
nokaszaresiei HHTePBAJIbI MEX/1y HHBEKIMSAMHU JOJDKHBI ObITh COOTBETCTBEHHO COKPAILICHBI.

MOHI/ITOpI/IHF u BI)I60p CXEMBI JICHCHUSA OCYLICCTBIIAIOTCA JiCHalllUM BpadOM Ha OCHOBAaHUU
HHAUBUAYAJIBHOI'O OTBCTA IMAIlIUCHTA.
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0(hTaTTbMOJIOTUYECKUI OCMOTP, (YHKIIMOHAIBHYIO IMAarHOCTUKY WM HCIOJIb30BaHHE METOIOB
BU3yaJIM3alluH (ONITUYECKON KOTepeHTHOM ToMorpaduu mim GIroopecieHTHON aHrnorpadun).

Jluabemuueckuii maxynsapuoii omex (AMO)

PexomennoBanHas no3a npenapara Kontunus coctabisieT 2 Mr aduudepiienTa, 4To SKBUBAICHTHO
0,05 mu1 pacTBOpa.

Tepanmo ImperaparomMm KoHnTrHNS HaunmHAIOT C OI[HOfI eXKeMeCIIHON HHBEKIHUN B TCUCHUC IICPBBIX
AT MECALICB, IMMOCJIC YCTO MHBCKIIUU ITPOBOJAT KaKJAbIC IBA MCCALIA.

JIByXxMecsYHbIe HHTEPBAJIbl MEXK Y HHBEKIMSIMHU IpenapaTa KoHTHHUSA MOTYT OBITh COXpaHEHbI WIIN
MHTEPBAIBI MOTYT OBITh YCTAHOBJICHBl HMHIUBHIYaJbHO HAa OCHOBAHWU OIICHKH pE3YJIbTAaTOB
M3MEHEHMsI OCTPOTHI 3pEHUS W/WIIM aHATOMUYECKUX IToKa3aTeseil gevamum Bpadom. Hanpumep, npu
HCIIOJIb30BAaHUH PEKHMMA WICYUTh M YBEIMYMBATh MHTEPBAID) K MHTEPBAIAM MEXKIY MHBEKUUSIMHU
OOBIYHO JOOABIIAIOT MO 2 HENENU Ui MOAJEPKAHUSA JOCTUTHYTHIX CTAOMIIBHBIX OCTPOTHI 3pEHUs
W/WIIM aHAaTOMUYECKUX TTOKa3aTesnei. JlaHupie mo npuMeHeHuo npenapara KoHTHaus ¢ nHTepBanaMu
MEXY HHBEKUUAMH, IMPEBBILAOIIMMU 4YEThIpE Mecslla, OrpaHuueHsl. B ciydae yxyameHus
OCTPOTBI 3pEHHSI H/MITH aHATOMHYECKHX MTOKa3aTeIe HHTEPBAJIbl MKy HHbEKIIUSIMHU JOJDKHBI ObITH
COOTBETCTBEHHO COKpaleHbl. MccnenoBaHusi, B KOTOPBIX HMHTEpPBAJIbl MEXAY HWHBEKLIUAMU
COCTaBIISUTM MEHEE YeThIpeX Heelb, He MPOBOAMINCE (CM. paszen 5.1.).

CpOKI/I KOHTPOJIbHBIX O6CJ'ICI[OBaHI/II‘/'I OIIPEACIIAIOTCA JICHAlllUM Bpa4oOM.

Eciau pe3ynbTarhl OCTPOTHI 3pEHUS U AHATOMHUYECKHE IMOKAa3aTeIN YKa3bIBalOT HA OTCYTCTBUE
s¢dekTa OT MPOBOJUMOTO JICUCHUs, Tepanuio mpemnaparoM KOHTHHUS clieAyeT NpeKpaTUTh.

Muonuueckoti xopuouoanvras Heosackyaapusays (muonudecxkas XHB)

PexomennoBanHas no3a npenapara KoHTHHUS - OJHOKpaTHas MHTpaBUTpealbHasi MHBEKLUS 2 MT
adumbeprenta, uto 3kBuBanieHTHO 0,05 M1 pacTBOpa.

Ecmu PE3YIBTATBI OCTPOTHI 3PCHUA WM AHATOMHUUYCCKHE ITOKA3aTCJIM YKAa3bIBAIOT HA COXPAHCHUC
3a6OHeBaHI/I5{, BO3MOXKHO BBEJCHHE JOIMOJHUTEIBHBIX HHBEKIINN. PeliuIMBhI JOKHBI JEUUTHCI KaK
HOBOC IIPOSABJICHUEC 3a00eBaHys.

CpOKI/I KOHTPOJIbHBIX 06CHCHOB&HHﬁ ONPCACIIAAOTCS JICUAIUM BpavdOM.

WuTepBan Mexy 1ByMs J03aMHU JOJKEH COCTABIIATH HE MEHEE OJIHOTO MecsIia.

Oco0nIe T'pYHIIbI HAIUCHTOB

Tlayuenmul noswcunozo 6o3pacma

ColnroneHust Kakux-IM00 CIeUAbHBIX YCIOBHH HEe TpeOyeTcs. OMbIT JICUeHUS MallMeHTOB CTapIlie
75 netr ¢ MO orpanuyeH.

TIayuenmul ¢ Hapywenuem GyHKyuu nouex

Hukakux crenuanbHbIX MCCIEAOBAHUNM C yYaCTHEM MAIMEHTOB C MOYEYHOW HEAOCTATOYHOCTHIO,
noJrydaronux adaudeprenT, He TPOBOAMIOCH.

Ha ocHOBaHMYM TOCTYMHBIX JaHHBIX, KOPPEKIIMH JI03bI Y TAKUX MAIMEHTOB HE TpeOyeTcs (CM. pa3zen
5.2).

Tlayuenmul ¢ Hapywienuem QyHKyuu neveHu

Hukakux cnenuanbHbIX UCCIEAOBAHUM C YYaCTHEM MAIMEHTOB C EYEHOYHON HEAOCTATOYHOCTHIO,
noJry4aromux adgaudepuent, He MPOBOAUIIOCH.

Ha ocHoBaHMM TOCTYMHBIX TaHHBIX, KOPPEKIMH O3Bl Y TAKUX MMAlIUEHTOB HE TpeOyeTrcs (cM. pa3aen
5.2).
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CTHU

bezonacHocts 1 addexkTuBHOCTS adubepienta y JeTei U NoIPOCTKOB HE U3ydalach.

IIpenapar KonTHHUSA HE IOKA3aH K IPUMEHEHUIO Y TaHHOW I'PYIIIBI TALIMEHTOB.

Cnoco0 mpuMeHeHus

[Ipenapat KoHTuHMS npeaHa3HA4Y€H TOJIBKO UIsl BBEACHMs B CTEKJIOBHUIHOE Teno. Coaep:kumoe
(1akoHa He0OXOAMMO UCIOIB30BATh TOJIBKO JJIS OJJHON UHBEKIUH.

WHTpaBUTpeanbHble HMHBEKIUM JIOJDKHBl IPOBOAUTHCS B COOTBETCTBUM C MEIULUHCKUMU
CTaHJapTaMM U JAEHCTBYIOIUMH PEKOMEHAALMAMH KBAIN(UIIMPOBAHHBIM BPauOM, UMEIOIIUM OIBIT
IIPOBEJEHUS TAaKMX HMHBEKUMHA. B 1enoM HeoOXoauMo o0ecreuuTbh aJeKBAaTHYIO aHECTE3UI0 U
acerTUYECKUe YCIIOBHS, BKJIIOYas NPUMEHEHHE MECTHBIX OaKTEepULUAHBIX CPEACTB IHPOKOTO
CHEKTpa ACHCTBUS (HallpuMep, HAHOCUTh MOBUJIOH-HO/1 HA KOXKY BOKPYT IJ1a3a, BEKO U IIOBEPXHOCTh
rinasa). Pekomenayercs ne3uHpekus pyk Xupypra, IpuMeHEHUE CTEPUIIbHBIX IEPYATOK U can(eTok
U CTEpUJILHOIO PacIIMpUTENs BEK (WM €ro SKBUBAJICHTA).

NHBbEeKIMOHHYIO UTTTy ClIeyeT BBOAUTH Ha 3,5-4,0 MM K3a1u OT TuMOa B MOJOCTh CTEKJIOBUIHOTO
Tena, n3berasi TOpU30HTATBHOTO MEpUIMaHa W HANPABIISAS UTITY B IIEHTP ri1a3Horo soioka. O0beM
BBOAMMOTro pactsopa 0,05 mi. Cnenyromiasi MHbEKIHSI IPOBOJUTCS B IPYTOM y4aCTOK CKIIEPHI.

Cpasy nocie HHTPaBUTPEATbHON UHBEKIIMN COCTOSIHUE MAIleHTa HEOOXOAMMO KOHTPOIUPOBATh HA
MpPEAMET MOBBIIICHUS] BHYTPUITIA3HOTO JABJIECHUA. AJIEKBAaTHbIH MOHUTOPUHI MOXET BKIIKOYATh
MPOBEPKY Mepy3uu TUCKA 3PUTEIHLHOTO HEpBa WM OPTAITBEMOTOHOMETpHUIO. [Ipn HEoOXoaMMOCTH
cieayer 00ecneYnTh JOCTYITHOCTh CTEPUIIBHOTO 000pyA0BaHuUs AJis MapaleHTesa.

ITocne IMPOBCACHUA HHTpaBHTpeaHBHOfI HHBEKIIMU IaueHTa CICAYCT MNpeaynpeauTb O
HCO6XOI[I/IMOCTI/I Oe30TIaraTeaIbHO COO6H.[8.TB 0 TH00OBIX CUMIITOMAx, KOTOpbIC MOI'YT
CBUACTCIIbCTBOBATD O Pa3BUTHU BHILO(i)TaJ'H)MI/ITa (HaHpI/IMep, 001 B Tj1a3y, KOHbIOHKTHUBaJIbHAA UJIN
NEpUKOpHCAJIbHAasA NHBCKIUA, CBGTO60H3HL, 3aTYMAHHUBAHUC 3peHI/ISI).

Kaxnprit  ¢akoH ciieqyeT HCMOab30BaTh TONBKO IS OJHOW HWHTPABUTPEATHHOW WHBEKIIUH.
W3BrneyeHne HECKONBKUX 03 M3 OAHOro (hIaKkoHa MOXKET MPHUBECTH K YBEIWYCHHIO PHUCKa
KOHTaMHHAIIMH U TIOCTEAYIOMIEMY Pa3BUTHIO HH(DEKITUH.

®nakoH coAepkUT 103y adaubepuenTa, NPEBBIIIAIONIYI0 PEKOMEHJOBAaHHYIO 03y 2 Mr
(3xBuBanentHyto 0,05 ma pactBopa /Ui UHbeKIMH). 3BnekaemMblil 06beM (akoHa — 3TO 00bEM,
KOTOPBI MOXeT OBbITh W3BJICYEH U3 (pIaKOHAa U HE HCHOJIb3YeTCs MOJIHOCTHIO. JIeKapcTBEHHBIN
npernapaTt MPOU3BOAUTCS ¢ M30BITKOM HAIOJHEHUS B IENIAX 00eCIIeYeHusT N3BJICKaeMOT0 00beMa He
menee 0,1 mi. M30bITOYHBI 00beM /10/17keH ObITh y/AaJIeH 10 BBeeHHsI PEKOMEH/1yeMOii 103b1
(cM. paszgea 6.6.).

Beenenue noiHoro oovema (rakoHa MOKET MPUBECTH K Nepeo3upoBKe. /i yaaneHus my3bIpbKoB
BO3/lyXa U NU30BITOYHOTO 00bEMa JIEKapCTBEHHOTO Ipernapara 13 IIpHIla CIeyeT MeJIJIEHHO HaXKaTh
Ha MOPIIEHb TaK, YTOObI €ro MmIockuii kpait qoctur metku 0,05 mi Ha mmnpune (3kBuBaigeHTHou 0,05
MII, T.€. 2 mMr adnubeprienTa) (cM. pa3aenst 4.9. u 6.6.).

Ilocne MHBEKIIMHN BECh HEMCIIOIb30BAaHHBIH npemnapar J0JIKCH OBITH YTUIIU3UPOBAH.

WHcTpyKuny no oOpalieHuio ¢ JeKapcTBEHHBIM MpenapaToM Mepes BBeIeHUEM CM. B pazfene 6.6.
4.3. IIpoTnBoONOKa3aHUSA

e ['unepuyBcTBUTENHHOCTh K adiauleplenty Wid K J0O00MYy W3 BCIIOMOTATENbHBIX BEILIECTB,
MEepPEUYNCIICHHBIX B pazzaene 6.1.

e AKTHBHAas WIU NOJI03peBaeMasi UHTpa- Wi MEepUOKYIsIpHAs UHDEKIHS.

e  AKTHMBHOE TSDKEJIO€ BHYTPUIJIa3HOE BOCHIAJIEHHUE.
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(CMEPTHOMY OTUYETY

4.4. OcoOble ykazaHusi 1 MepPbl NPEI0CTOPOKHOCTH MPH NPUMEHEHUH

IIpocnexnBaeMoCTb

,HJ'IS[ YIYUYHICHUA ITPOCIC)KUBACMOCTHU OMOJOrHYECKUX JICKAPCTBCHHLBIX IIPEIIapaToB HCO6XO,Z[I/IMO
TOYHO AOKYMCHTUPOBATHL TOPIrOBOC HAMMCHOBAHWEC WM HOMCP CCPUU NPUMCHACMOIO IIpCliapara B
MCHHHHHCKOﬁ JOKYMCHTAIIMU ITallCHTA.

C 0CTOPOKHOCTBIO

®  [IpU JICYCHHUHU ALMEHTOB C IUIOX0 KOHTPOJIUPYEMOIl r1ayKoMoii (He clieayeT BBOAUTH IpenapaT
KoHTuHMS nipu BHYTPHUTIIA3HOM JaBjieHuU > 30 MM PT. CT.);

¢ Yy MAlMEeHTOB, MEPEHECIIUX HHCYJIbT, TPAH3UTOPHYIO HIIEMUYECKYIO aTaky HIW HHQPapKT
MHOKapJia B TeueHwe nocienuux 6 mecsamneB (npu jedenuun OLIBC, OBILBC, JIMO wmm
muonuyeckorn XHB);

L Y NalUCHTOB C Q)aKTOpaMI/I PpUCKa HAPYIWICHUA HECJIOCTHOCTU IIUTMCHTHOI'O SIIUTCIINA CCTUATKH.

Peaknmu, 00yCI0BIEHHBIE HHTPABUTPEAILHBIM BBEJICHUEM

bouta BbIsiBIEHA CBSI3b HMHTPABUTpPEATbHBIX MHBEKIMM, BKJIIOYAas HMHBEKIMU aduubeplenta, c
pazBuTHEeM SHIO(PTATBLMHUTA, BOCHAIWTEIHLHOW pPEAKIHMH CO CTOPOHBI CTEKJIOBHJIHOTO Tela,
pPErMaToreHHOM OTCIOWKU CEeTYAaTKH, pa3phlBa CETYATKH, SITPOT€HHON TpaBMaTHYECKOW KaTapakKThl
(em. pasgen 4.8.). Ilpm BBemenum mnpernapara KOHTHHUSL Bcerjga Cleayer CcoOIoIaTh
COOTBETCTBYIOIIYI0 TEXHHMKY aCelNTHYECKOro MpOBeAeHUs HHBEKIUWd. Kpome TOro, mamueHThI
JOJI’)KHBI HaXOAUTHCA I10[ Ha6J'IIOZ[€HI/I€M B TCUCHUEC HCACIN IIOCIIC HpOBGJIeHHOﬁ HUHBCKIIUN I
BBISIBJICHHSI IEPBBIX IPU3HAKOB BOCTIAJICHUS U CBOEBPEMEHHOTO HA3HAYEHUS HEOOXOAUMOM TEPAIHH.
Crnenyetr mHGOPMHUPOBATH MAIMEHTOB O HEOOXOJMMOCTH HEMEIJIEHHO COOOIaTh Bpady O JHOOBIX
CUMITOMaX, CBUJIETENHCTBYIOIIUX O Pa3BUTHHM JHAOPTANBMHUTA WM JIFOOOW Ipyroil peaxiuw,
YKa3aHHOM BBIIIIE.

®nakoH COAEPXKUT 103y aduubeplenta, MPEBBIIAIOIIYI0 PEKOMEHJIOBaHHYIO J03y 2 MI (4To
skBHuBasIeHTHO 0,05 M pacTBOpa [l UHBEKIMH). M30bITOUHBINA 00bEM JIEKAPCTBEHHOIO Npenapara
JIOJDKEH OBITh yaaleH 10 HHbeKIUH (cM. pasensl 4.2 1 6.6.).

Habmtonanuch ciayyau TOBBINIEHHS BHYTPUIJIA3HOTO JaBiieHHs B mepBble 60 MHUHYT mocie
MHTPABUTPEAIbHBIX MHBEKIUH, BKIII0Yas HHbEKIMM adaubepuenta (cM. pazzaen 4.8.). [lpu neuenun
MAIUEHTOB C MJI0X0 KOHTPOJIUPYEMOM TTTayKOMOM HEOOXO0IMMbI 0COObIE MEPBI IIPETOCTOPOKHOCTH
(He cinenyet BBOAUTH Ipenapat KOHTHHUSA Npu BHYTPUTIa3HOM JaBieHuH > 30 MM pT. cT.). Bo Bcex
cllydasx HeoOXOJ MM KOHTPOJIb BHYTPUIIIA3HOTO JaBJIeHUs U epy3un JUCKa 3pUTELHOTO HEPBa C
Ha3HAYEHUEM COOTBETCTBYIOIIEH COCTOSHUIO TEPAIINH.

MMVYHOT€HHOCTB

[Tockonbky mpenapar KoHTHHUS TpencTaBiseT coOOW OEloK ¢ TeparneBTUYECKUMHU CBOMCTBAMU,
CYIIECTBYET BEPOSTHOCTh TMPOSIBIICHUS HUMMyHOTeHHocTH (cMm. pasmen 4.8.). Cuemyer
nH()OPMHUPOBATh MAIMEHTOB O HEOOXOJUMOCTH cOooOIIaTh Bpady O IIOOBIX NpPU3HAKAX WU
CUMIITOMAaxX BHYTPHIJIA3HOTO BOCHAJICHHUS, TAKMX KaK 00JIb, CBETOOOS3HD MM KOHBIOHKTHBAIbHAS,
WIN TEePUKOpPHEAIbHAss WHBEKIMSI, KOTOPhIE MOTYT OBITh KIMHUYECKUMHU MPOSBICHUSIMH
TUIIEPIYBCTBUTEIIHBHOCTH K TIpETapary.

Cucremusblie dYddexThl

[Tocne wHTpaBUTpeabHBIX WHBEKIMH HWHTHONTOpoB VEGF ObUTM OTMEYEHBI CHCTEMHBIC
HCXKCJIATCIIbHBIC ABJICHUA, B TOM YHCJIC KPOBOU3JIMAHUSA BHC OpraHa 3pCHUA U Tp0M603M60HI/ISI
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KCMNEPTHOMY OTYETY

HmeroTcst orpaHMYeHHbIE JJaHHBIE 1O 0E30MaCHOCTH NMpUMEHEHUs aduubeplenta NalUeHTaMU C
OLBC, OBLBC, IMO unu muonunueckoit XHB, nMeroniumu B aHaMHE3€ UHCYIIbT, TPAH3UTOPHYIO
UIIEMUYECKYIO aTaKy WM MH(PApKT MUOKapAa 3a Iepuo] B 6 MecsleB A0 Hadana tepanuu. [Ipu
JICYEHUH TaKUX HNALMEHTOB CIEAYET COOII0AAaTh OCTOPOKHOCTD.

[Ipouee

Kak u B ciiydae uHTpaBuTpeanbHoOro BeeneHus apyrux antu-VEGF npenaparos npu BM/I, OLIBC,
OBLIBC, IMO u muonuueckoit XHB, cieayer npuHATh BO BHUMaHUE CIEAYIOLIEE:

e besonacHocTh U 3QPeKTHBHOCT Npenapata KOHTHHUS Npu BBEIEHUM OJHOBPEMEHHO B 00a
rjlaza CHUCTEeMAaTH4YeCKH He u3ydanach (cM. pazgen 5.1.). OmHoBpeMeHHOe OmiiarepaibHOe
BBEJICHUE MOXKET NPUBECTU K MOBBILIEHUIO CHUCTEMHOW 3KCIO3MLMM Ipenapara, 4yTo, B CBOKO
ouepeib, MOBBIIIAET PUCK CUCTEMHBIX HEKEIATEIbHBIX SIBJICHUN.

e  OTCyTCTBYIOT CBeJeHHS 00 OJHOBpPEMEHHOM IMpHUMEHEHHU mpenapata KOHTHHUS C IpyruMH
antu-VEGF npenaparamu (CHCTEMHBIME WM 0()TaIbMOJIOTHYSCKIMH).

e  @DakTopbl PUCKA, CBSI3aHHBIC C HAPYLIEHUEM LIEIOCTHOCTHU CJIOSl MUTMEHTHBIX KIIETOK MOCIe
antu-VEGF tepanun «snaxHoi» dhopmer BM/I, BKiItoUaoT OOMIMPHYIO W/WIH BBIPAXKEHHYIO
OTCJIOMKY MUTMEHTHOTO 3MUTENMS CeTYaTKU. B Havasie repanuu npenaparom KoHTUHUS cienyer
coOMIOAaTh OCTOPOKHOCTh MPU HAa3HAYEHUM Iperapara naudeHtaM ¢ (akTopaMu pHUCKa
pa3BUTHS Pa3pbIBOB MUTMEHTHOIO IHUTENUS CETYATKHU.

e [lanmeHTaM C perMaTOreHHOM OTCIOMKOM CeTYaTKU WM ¢ MaKyJsIpHbIMU pa3pbiBaMu 3 wiu 4
CTaJMU OT JICUYEHUS CIELYET BO3JACPKATHCS.

e B ciyyae paspeiBa CETUYATKM HHBEKIUS JIOJDKHA OBITh OTMEHEHA, JICUCHHE HE CIEAyeT
BO300HOBJISITH /10 a/IEKBAaTHOI'O BOCCTAHOBJIEHUS pa3pblBa.

e  OT UHBEKIUH CIEYET BO3/IEPKATHCS /10 CIEAYIOLIEH 3alJIaHiPOBAHHOM 110 rpaUKy UHBEKIIUU
B Clly4ae:

— CHI)KCHHUS MaKCHMAJIbHO KOpPPUTHpOBaHHOW oCTpoThl 3peHus (MKO3) > 30 OykB mo
CPaBHEHHMIO C TIOCJIETHEH OLIEHKON OCTPOTHI 3peHMS;

— CcyOpeTHMHAJIbHBIX KPOBOU3IUSIHUMN, 3aTPAarvBaOLINX LEHTPAIbHYIO SIMKY, WA €CIIU pa3Mep
KPOBOU3JIMAHUSA cocTaBisieT > 50 % oT obuieit ob6aacTu nopaskeHus.

L4 Or HHBCKIUU CICAYCT BO3ACPIKATHCA HA ICPUO[ 28 JHEHU 110 IUIAaHUPYEMOT'O U 28 JHEW mocje
MMPOBCACHHOTO HHTPAOKYIIIPHOT'O XUPYPTHYCCKOI'0 BMCIIATCIILCTBA.

e [lpemapar KoHTHHHUS HE cileqyeT MPUMEHSTh MPU OEPEMEHHOCTH, 32 MCKIIOUCHHEM CITy4aes,
KOTJa TIOTeHIMAIbHAS T10JIb3a JUISI MaTePU MPEBBHIIACT MOTSHIMAIBHBIA PUCK JUIS TUIONA (CM.
paznen 4.6.).

e JKeHuuHBI penpoAYKTUBHOIO BO3pacTa JOJDKHBI HCIOJIb30BaTh 3()QeKTUBHBIE CpeAcTBa
KOHTpAIICTIIIUY B IEPUO/ JICUCHUS U, 110 KpaitHel Mepe, B TeYeHHE 3 MECSIIeB MMOCIIe MOCIeaHEeH
WHTpaBUTPEATbHOM HHbeKIUU aduudepiienta (cM. pa3aen 4.6.).

e  Omnpir neyenus nanueHToB ¢ umemudecko OLIBC u OBLBC orpannuen. Ilpu Hanuuum y
MAIMEHTOB KIIMHUYECKUX IPU3HAKOB HEOOPATUMBIX U3MEHEHUI 3pUTeNIbHBIX QYHKINI Ha (hoHe
UIIeMUH Tepanus agpindeplenTom He peKOMEHJ0BaHa.

HOHVHS[HI/II/I, JAaHHBIC I10 KOTOPBIM OI'PpaHUYCHBI

OmneitT neuenus JIMO y manueHTOB ¢ caXxapHbIM AuaberoMm 1-To THma, y MalUeHTOB C YPOBHEM
TIIMKUPOBAHHOTO remoriobuHa Oonee 12 %, y manueHTOB ¢ npoiudepaTUBHONW JuabeTHdecKoi
peTUHONATUEN OTPaHUYCH.

[Ipumenenue npenapata KoHTHHUSA y MallMEHTOB C aKTUBHBIMU CUCTEMHBIMU MHGEKLIUAMU WUIH Y
MAIUEHTOB C COMYTCTBYIOIIMMH 3a00JIEBAaHUSMU TJIa3, TAKIMH KaK OTCIIONKA CETYATKH WM Pa3phIB
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HEKOHTPOJIMPYEMOI THIEepTEeH3UEH OTCYTCTBYET. DTO JIOJDKHO YYUTHIBATHCS JICUALUM BPAauoOM MPU
BEJICHUM TAKUX MAIIEHTOB.

OnbiT npuMmeHeHust npenapara KonTunus s sedenuss muonudeckod XHB y mnanuentoB
HEA3MaTCKOM NONYJIALMY, Y TALIMEHTOB, paHEE MPOXOAUBIINX JeueHue Muonnueckon XHB, a Taxxe
y MalMEeHTOB C MOPaKEHUEM 3KCTpadoBeaIbHOM 00J1aCTH OTCYTCTBYET.

BcnoMorarennHble BENIECTBA

JlaHHbI# penapat coaepxut Menee 1 Mmosb (23 mr) HaTpust B pazoBoi go3e (0,47 mr - 0,05 mu), To
€CTb, [10 CYTH, HE COJICP>KUT HATPHSI.

4.5. B3aumoaeiicTBusi ¢ JPYrUMH JIeKAPCTBEHHBIMH NpenapaTtaMM W Jpyrue BUIbI
B3aUMO/IeHCTBUA

HccnenoBanus B OTHOIIEHUU MCIKIICKAPCTBCHHBIX B3aHMOHeﬁCTBHﬁ HC IIPOBOANIINCE.

Couerannoe npuMenenne poroaunHamudeckoit tepanuu (O T) Beprenopdunom u admmbeprenta
HE U3y4aJloCh, CIIE0BATEIbHO, MPO(UIH OE30IaCHOCTH HEH3BECTEH.

4.6. ®epTUIBHOCTD, 0EPEMEHHOCTD U JAKTALHA

JKeHIIMHEI ¢ JIETOPOIHBIM TOTSHIIUAIOM

JXKeHmuHBl pEenpoOIyKTUBHOTO BO3pacTa JOJDKHBI HCIONB30BaTh d(QeKkTuBHBIE CpeacTBa
KOHTpAIICTIIIUU B MEPUOJI JICYCHUSI M MO KpailHel Mepe B TEUYEHUE 3 MECSIeB IMOCIe MOCIeIHeH
WHTpaBUTpEATHHON UHBEKIUH adaudepienta (cM. pasaen 4.4.).

bepemeHHOCTD

Jlanubie o mpuMeHeHuto adubepiienta y OepeMeHHbIX KEHIIMH OTCYTCTBYIOT. B mccienoBanmsix
Ha )KMBOTHBIX ObLIA MPOJEMOHCTPUPOBaHA SMOPUO-PETOTOKCUIHOCTD.

Hecmotpst Ha TO, 9TO CHUCTEMHAsl DKCHO3UIUS TOCIE BHYTPHUIJIA3HOTO BBeJCHUS adubeprienTa
OuYeHb Malia, IpernapaT He ClIeyeT MPUMEHSTh Mpu OEPEeMEHHOCTH, 32 UCKIIIOYSHHEM CITy4aeB, KOT1a
MOTEHIIMATbHAS TI0JIb3a JIJIs MATEPH MPEBBIIIAET MOTCHIIMAIBHBIA PUCK IS 110112 (CM. paszzen 4.4.).

JlakTanus

HewusBectHno, nmponukaer nu adaubeprenTt B TpyAHOE MOJOKO. Puck s pebeHka Mmpu TpyaHOM
BCKapMJIBAaHUH HE MOKET OBITh UCKITFOUECH.

[Ipenapatr KoHTHHUS HE peKOMEHyeTCs MPUMEHSTh NPU TPYJHOM BcKapMiauBaHuu. Heobxoaumo
IIPUHATH DPEIICHHE O IMPEPhIBAHUU TPYAHOIO BCKApMIIMBAHUS WU BO3LEPKATHCSA OT TEpANUU
npenapatoM KoHTHHUSA, pUHUMAsi BO BHUMaHHUE TOJIb3Y TPYIHOTO BCKapMIIMBaHUS Ui peOeHKa U
[IOJIb3Y JIEYEHUS JUIsl MAaTEPH.

DdepTiiIbHOCTE

Pe3ynbrartel uccienoBaHMl Ha >KMBOTHBIX C BBICOKOW CHCTEMHOM 5SKCHO3MIMENW mpenapara
MOKAa3bIBAIOT, YTO a(uubepuenT MOKeT HapylmaTh (pepTHIBHOCTh 0CO0EH MYMKCKOTO U >KEHCKOTO
nonia. Takue 3¢ eKThl MaTOBEPOATHBI TIOCIIE BHYTPUITIA3HOTO BBEIEHUS MIperapara ¢ yueToM O4eHb
HU3KOH CUCTEMHOM SKCITO3UIIHH.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMH CpeACTBAMHM M padorarh ¢
MeXaHM3MaMH
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TPAHCHOPTHBIMHM CpPEACTBAMHM M PabOTaTh C MEXaHU3MaMH BCIIEACTBHE BO3MOKHBIX BPEMEHHBIX
HapyIICHUHA 3pEHHs], CBA3aHHBIX KaK C MHBEKIMEH, TaK U ¢ poLeaypoit oocnenoBanus. Ecinu mocne
IIPOBE/ICHUS] UHBEKIUM y NMAlEeHTa BO3HUKIM BPEMEHHbIE HApyILEHHs 3pEHHs, TO MAlMEHTy He
pPEKOMEHAyeTCs YIpPaBIsATh aBTOMOOWJIEM WM paboTaTh ¢ MeXaHHU3MaMH JI0 BOCCTAHOBIICHHS
YETKOCTH 3pUTEIBHOIO BOCIPUATHS.

4.8. HexkesaTeJibHbIE peaKIUU

Pesrome mpodurst 0e3onacHOCTH

3102 nmanuenTa, IpUHUMABIIUX ydacTue B BocbMu uccienoanusix 111 ¢assl, cocraBunmm nomysismmio
1o oreHke 6e3onacHoctTr. M3 Hux 2501 marueHT noiydan peKOMEHIOBaHHYIO 103y 2 M.

CepnesHble 0(hTaTbMOJIOTHIECCKIE HEKENATeIbHBIC PEaKIMi, BO3HUKIINE B MCCICAyeMOM TJa3y U
CBSI3aHHBIE C IPOIICIYPOI BBEIICHHSI, OTMEUAIMCh MeHee ueM B 1 cirydae Ha 1900 nHTpaBUTpeaIbHBIX
WHBEKIMH adrudeprienTa U BKIOYAIN CICTOTY, YHAOPTAIBMHT, OTCIONKY CETYATKH, SITPOTCHHYIO
TPaBMAaTUYECKYIO KaTapakTy, KaTapakTy, KpPOBOM3IHUSHHE B CTEKIOBHJIHOE TEIO, OTCIOHKY
CTEKJIOBHIHOTO TEJIa U MOBBIIICHHE BHYTPUIIIA3HOTO AaBieHUs (cM. pazzaen 4.4.).

Haubonee pacnpocTpaHeHHbIE HeXenaTelbHble peakuuu (Mo KpaiiHeil mepe y 5 % ManueHToB,
MOJYyYaBIIUX Tepanuio aduuOeprenToM) BKIOYATH CYOKOHBIOHKTHBAJILHOE KPOBOU3JIHMSIHUE
(25 %), camxenune octpothl 3penus (11 %), kpoBouznusiaue B cetyatky (11 %), 60116 B rnazy (10 %),
karapakTy (8 %), NOBBILIEHHE BHYTPUIJIa3HOrO JaBieHUs (8 %), OTCIONKY CTEKJIOBHIHOIO Tela
(7 %) v nnaBaroiie TOMYTHEHUS CTEKIOBUAHOTO Tena (7 %).

Tabnmunoe pPE3I0ME HEXKENIAaTSIbHBIX pPeaKIIHi

JlanHple 1O 0€30MacHOCTH, NPUBEIEHHBIE HIDKE, BKJIIOYAIOT BCE HEXKeNaTelbHbIe peaKlHu,
OTMEUYEHHbIE B BOCbMHU ucchenoBanusx Il ¢a3pl mpu neueHun mo moka3zaHusM «BIaxHas» Gopma
BMJ[, OLIBC, OBIIBC, MO wu wMmuonuueckas XHB c yka3aHueM BO3MOXXHOCTH HaJIU4HUsA
MPUYUHHO-CIIEACTBEHHOM CBSI3H C MPOIEAYPO BBEJCHUS WU JICKAPCTBEHHBIM MPETIapaToM.

HexxenarenbHble peakiyu, MpeJICTaBICHHbIE HIKE, MEPEYUCIeHbl B COOTBETCTBUU C YaCTOTOM
BO3HUKHOBEHHUSI B KJIMHUYECKHX HCCIEIOBAHMUAX M KIACCH(HUIMPOBAHBI MO CHCTEMHO-OPTaHHBIM
kiaccaM (COK). YacToTa BOSHUKHOBEHHS HeXeNaTeIbHbIX PEakiMii onpeiesyiach B COOTBETCTBUU
¢ kinaccudukanueil Becemupnoit Opranuzanuu 3npaBooxpaHeHus: odeHb yacto (=1/10), gacro
(>1/100, 1o <1/10), HEewyacto (>1/1,000, HO <1/100), peaxo (>1/10000, Ho <1/1000), oueHb peaxo (<
1/10000), yactoTa Heu3BecTHA (Ha OCHOBAHWU UMEIOIINXCS JAHHBIX OLIEHUTh YaCTOTY HEBO3MOXHO).

B kaxmoil 4acTOTHOM T pynne HEKCEIATCIbHBIC PCAKIHUU NPCACTABICHBI B IMOPAAKE Y6LIBaHI/ISI
TAXCCTH.

CucTeMHO-OpPraHHbIe KJIacChl

Hapywenus co cmopoHvl uMMYHHOU cucmembl

Heuacto FI/IHCp‘-IyBCTBI/ITCJ'IBHOCTbl

Hapywenus co cmoponwl opeana 3penus

OgeHp yacTo CHMXXCHHUEC OCTPOTHI 3pC€HUSA, KPOBOU3JIUAHUC B CETYATKY, Cy6KOH'BIOHKTI/IBaJ'IBH06
KPOBOU3JIUAHUC, 00JIb B riia3y

Yacro Pa3phIB MUTMEHTHOTO JIUTENHS CETYATKHZ, OTCIOHKA THTMEHTHOTO SIHTETHs
CeTYaTKH, JIereHepalusi CeTYaTKH, KPOBOM3IUSHHUS B CTEKJIOBHUIHOE TEIIO,
KaTapakTa, KOpPTHKaJbHas KaTapakTa, sAepHas KaTapakTa, CyOKarcyispHas
KaTapakTa, »Jpo3us POrOBMIbI, MHMKPO3PO3MHM  pPOTOBHIBI, IOBBIILICHHE
BHYTPHIJIA3HOTO JaBJICHHS, 3aTyYMAaHWBAaHUE 3PEHUS, IUIABAIOIINE MOMYTHEHUS
CTEKJIOBHJIHOTO TeJa, OTCIOWKA CTEKJIOBHJIHOIO Tesa, O0Ib B MECTE BBEJIEHUS,
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YyBCTBO MHOPOZHOTO TENa B TIIa3y) CIe30TCUCHITE, OTEK BeKd, KPOBOM3IASHIL B

MECTC BBCACHUA, TOYCUYHBIN KCPATUT, NHBCKIUA KOHBIOHKTHUBLI BCK, MHBCKIUA
KOHBIOHKTHBEI TJIA3HOTO A0JI0Ka

Heuacro SHI[O(bTaJ'IBMI/ITg, OTCJIOMKA CCTYAaTKH, paspelB CETYATKHM, HPUT, YBCUT,

UPUIOLUMKINT, TIOMyTHEHHE XpPYyCTAIWKa, JAe(PEeKT »dNHUTeNus pPOTOBHUIIHL,
pa3apakeHUe B MECTE BBEICHMsI, aHOMAJIbHASL YyBCTBUTEIBHOCTh TKaHEH IJIa3a,
paspakxeHue BEKa, BOCIAIMTENIbHASL PEaKLMsl BO Biare IepeIHed KaMephl, OTEK
POTOBHIIBI

Penxo CJIeTnoTa, TpaBMAaTH4YeCKash KaTapakTa, BOCIHAJIUTEIbHAs PEAKIHUs CO CTOPOHBI
CTEKJIOBUJIHOTO TeJia (BUTPEUT), TUIIOIHOH

— B IOCTPETHCTPALMOHHOM IIEPHOJIC COOOMICHHS O PEaKIISIX THUIEePIYBCTBHTEIBHOCTH BKIIOYANU CHINb, 3V,
KpaIMBHUITY U B OTIENBHBIX CIy4asX — TsDKEJble aHapIIaKTHIecKre/aHa( ITaKTOUIHBIC PEaKITUH;

2 _ COCTOSIHUSA, CBSI3aHHBIC, KaK W3BECTHO, C «BIIAYKHOW ¢dopmoit BM/I. Habmoganice TOMBKO B HCCICIOBAHHUAX C
«BIAXHOI» Popmoit BM/I;

% _ uHdeKUUOHHBIH U HeMH(PEKIHMOHHbIH 3HI0(pTaTbMUT.

1

Onucanue OTACIBHBIX HCXCIIATCIbHbBIX DCaKHI/Iﬁ

B wuccnenoBanmsax Il ¢aser npu «BiaaxHoi» ¢opme BMJ] 0TMEUYEHO NOBBIIMICHUE YaCTOTHI
BO3HUKHOBEHUSI  CyOKOHBIOHKTUBAJIBHBIX  KPOBOMBIUSHHM y  TAIMEHTOB,  IOJYYaroluX
aHTHUTpOMOOTHYECKHE Npenapathl. [IoBbIIEHNE YaCTOTHl BOSHUKHOBCHHS TAHHOTO SIBJICHHS OBLIO
COIMOCTaBUMBIM Yy MallMEHTOB, MOJIyYalOIIUX paHuOU3yMad u adaudeprient.

Aptepuanbable TpoMOosIMOomuyeckue coObITHs (ATC) ABISIOTCS HEXeNaTeTbHBIMU SIBJICHUSMH,
MOTEHIAJIBHO CBSI3aHHBIMU C cUCTeMHBIM uMHruouposanueM VEGF. Teopernuecku cymecTByer
puck ATC, Bxitouas HMHCYJIbT M HH(MAPKT MHOKapAa, MOCIE€ HHTPABUTPEATbHOTO BBEICHUS
uHruouropos VEGF.

B knuHnyeckux uccieqoBaHusx aguuleplenta y NaueHToB ¢ «BiaxHoi» ¢popmoit BM/I, IMO,
OLBC, OBIBC u mumonuueckoii XHB naOmroganack Huskas dacrora Bo3HukHoBeHus ATC. Ilo
KaKJIOMY U3 TIOKa3aHUM He HAOJIOMATIOCh 3HAYUTENLHONW Pa3sHUII MEXAY TPYyINIamMHu MallueHTOB,
MOJTy4aBIIUMH aIUOEpPIENT, ¥ MallUeHTaMU COOTBETCTBYIOLIUX KOHTPOJIBHBIX TPYIII.

Kak u Bce TepaneBTuueckue 6enku, adpaudeprent 001aaaeT UMMYHOT€HHBIM TOTEHIIUAJIOM.

COO6H.I€HI/IC 0 MOJ03PEBACMBIX HEXKCIATCIIbHBIX PCAKIINAX

Baxno coo0marb O NOJO3PEBAaCMBIX HEKEJIATENIbHBIX PEAKIUAX IMOCIE€ PErucTpanuu
JIEKapCTBEHHOT'0 Ipernapara ¢ LeJbl0 00ecrneueHUs] HEMpPEepbIBHOIO MOHUTOPHUHIA COOTHOLICHHS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOIO Ipenapara. MeAMIMHCKUM pPaOOTHUKAM pPEKOMEH]yeTCs
coo0MIaTh O JIOOBIX MM0I03PEBAEMBIX HEXKENIATEIbHBIX PEAKIMAX JEKapCTBEHHOTO MpenapaTa yepes
HalTMOHAJIBHBIE CHUCTEMBbI COO6H1€HI/I$I 0 HCXKCIIATCIIBHBIX pPEeaKOHiAX TOCydapCTB — YJIICHOB
EBpasniickoro 5KOHOMHUYECKOr0 COI3a.

Poccuiickas @enepanus

denepanbHas ciyx6a o Haa3o0py B cepe 3apaBooxpanenus (PocsapaBHanzop)
Anpec: 109012, r. MockBa, CnaBstHCKasi TUI01Iab, 1. 4, cTp. 1

Tenedon: +7 (800) 550-99-03

DnexkrponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B I/IH(I)OpMaLII/IOHHO-T CHGKOMMYHHKaHHOHHOﬁ CETHN «I/IHTepHeT»:
https://www.roszdravnadzor.gov.ru

PecnyOnuka Benapyceb

Pecniyonukanckoe Yautaproe [pennpusitue «LleHTp 3KCrIepTH3 U UCTIBITAHUH B 3[paBOOXPAHEHU
MunucrepcTBa 3apaBooxpanenus Pecryonuku benapychb
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Anpec: 220037, r. Munck, niep. ToBapuieckuit, 1. 2a

Ten.: +375 17 231-85-14

®axc.: +375 17 252-53-58

DnexkrponHas moura: recpl@rceth.by

Caiit B mH(OpPMALIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTn «HTepHeT»: https://www.rceth.by

PecnybOumka Kasaxcran

PI'TI na IIXB «HauunonanbHbiii LleHTp 3KcHepTH3bl JIEKAPCTBEHHBIX CPEICTB U MEAULIMHCKHX
m3nenuit» Komurera MemumuumHCKOro ©  (papmarieBTH4ECKOro KOHTpoJisi MuHUCTepCTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

Anpec: 010000, r. Acrana, paiton baitkonsip, yia. A. UmanoBa, 1. 13

Tenedon: +7 (7172) 235-135

Dnextponnas mouta: farm@dari.kz

Caiit B nH()OpPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHOM cetn «HTepuery»: http://www.ndda.kz

PCCHV6JII/IKa ApMeHus

«leHTp sKCcrepTH3bl IEKapCcTB U MEAUIMHCKUX TexHonoruii» 'HKO

Anpec: 0051, r. Epean, npocnekt Komuraca, 1. 49/5

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

Dnextponnas mouta: info@ampra.am, vigilance@pharm.am

Caiit B nH(OPMALIMOHHO-TEIIEKOMMYyHUKAIIMOHHOM ceTu «HTepHe™»: http://www.pharm.am

KbIprezckas PeCHV6J'II/IKa

JlemapTaMeHT JICKQpPCTBEHHBIX CPEJACTB W  MEAUIUHCKUX U3JCIUi 1npu  MUHHCTEPCTBE
3npaBooxpaneHust Keipreizckoit PecriyOnuku

Anpec: 720044, r. bumikek, yi. 3-nuHus, 1. 25

Tenedon: 0800-800-26-26, + 996 (312) 21-92-78

Onekrponnas nmouta: pharm@dismi.kg

CaiiT B nH(GOPMAIIMOHHO-TEIICKOMMYHUKAITMOHHOW ceTn «HTepHEeT»:
https://dIsmi.kg/ru/registration/

4.9. llepeno3upoBka

CHUMIITOMBI

B xauHHYECKUX HCCJIICAOBAHUAX ITPUMCHAINCH JO3bI 10 4 Mr c HHTCPBAJIOM 1 MCECAII, Ha6JHOZ[aJ'II/ICB
OTACIIBHBIC ClIydau MEPCAO3UPOBKH TPHU IPUMECHCHUHN 103bI 8 Mr.

[lepeno3upoBka ¢ BBEIEHHEM OOMBIIETO O0BEMa PACTBOPAa MOXKET MPUBOAUTH K MOBBIIICHUIO
BHYTPHTIIA3HOTO JaBiieHust (cM. pa3nensl 4.2. u 4.4.).

Jleuenue

B ciydae nepeo3upoBKH ciieryeT KOHTPOJIMPOBATh BHYTPUTIIA3HOE AAaBJICHUE, IPH HEOOXOAMMOCTH
Jeqaninil Bpad 10JKEH HauaTh aIEKBaTHYIO TEPAIMIO 110 €r0 KOppeKuuu (cM. paszzaen 6.6.).

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOIiCTBA

dapmakoTeparnieBTuyeckass rpymnma: CpenctBa, HpUMEHsEMble B O(TaIbMOJIOTUU; CPENCTBa,
IpUMEHSeMbIe TPU 3a00JIEBaHUSAX COCYIMCTOM OOOJOYKM TJla3a; CPEACTBA, MHPEMSATCTBYIOIINE
HEOBACKYJISIPU3ALIAH.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24.07.2025 N= 18511
Kox ATX: SO1LAOS. (MOCNEOCBATENEHOCTE 0003)

[Ipenapar Kontunus siBisiercs 6noaHanorom (0Momo00HbBIM JIEKAPCTBEHHBIM MTPENapaToM).

MexaHu3M AeicTBUS

AdmubeprienT — 3TO pEeKOMOMHAHTHBIM THOPHUIHBIA O€NOK, cocTosAmMid W3 (parMeHTOB
BHEKJICTOUHBIX J0MeHOB uyenoBeueckux perenropoB VEGF 1 (VEGFR-1) u 2 (VEGFR-2),
coennHEHHBIX ¢ Fc-pparmenToM yenoBeueckoro ummyHnorinooymuaa G (IgGl).

Admubepuent mpomsBoautcs kineTkamu K1 suunmka kutaiickoro xomsuka (JIKX; CHO) mo
TexHosioruu pekomounantHon JJHK.

AdnubepuenT AEWCTBYeT KaK PAacTBOPHUMBIN PELENTOP-JIOBYIIKA, KOTOPHIH cBs3biBaeT VEGF-A
(cocymucTsiii sHI0TENMANBHBIN (akTop pocta A) u PIGF (mnanenTtapssiii gpaktop pocra) ¢ 6osee
BBICOKOW aPUHHOCTBIO, YEeM UX €CTECTBEHHBIC pELUENTOPHl, M, TaKUM O0O0pa3oM, MOXKET
MHTUOMPOBATh CBSA3bIBAHME M aKTUBALMIO 3TUX poacTBeHHbIX VEGF penentopos.

q)aDMaKOI[I/IHaMI/ILIGCKI/IC E)d)d)eKTI)I

VEGF-A u PIGF sBnsitorcs unenamu cemerictBa VEGF anruorenusix aktopos, KoTopble 001a/1al0T
MOIIHBIM MHUTOT€HHBIM, XEMOTAaKCHYECKHUM JIEUCTBHEM B OTHOLIEHWU KIJIETOK OHHIOTENUS H
MOBBIIIAIOT MNpoHULAaeMocTh cocynoB. VEGF nelictByer depe3 [Ba TuUNAa TUPO3UHKHHA3ZHBIX
peuentopoB, VEGFR-1 u VEGFR-2, npencraBieHHbIX Ha MOBEPXHOCTH IHIOTEIUATBHBIX KIETOK.
PIGF cBsa3biBaetcs Tonbko ¢ VEGFR-1, koropble Takxke MNPUCYTCTBYIOT Ha IOBEPXHOCTH
neiikonuroB. WM30brTounas aktuBauus VEGF-A  asTux penentopoB MOXET MNPUBOIUTH K
MATOJIOTUYECKON HEOBACKYISIPU3AMUA U U30BITOYHON MPOHUIIAEMOCTH COCYAOB. B 3THX mporeccax
PIGF mosxer niposiBnste cuneprusm ¢ VEGF-A, a Takxke cTuMynupyeT HHQUIbTPALUIO JTEHKOIUTOB
U COCYZIUCTOE BOCHAJICHHUE.

VEGF-A u PIGF sBnsitorcs unenamu cemelictBa VEGF anrnoreHusix akTopoB, KOTOpbIe 001a/1a10T
MOIIHBIM MUTOTE€HHBIM, XEMOTAaKCHUYECKUM JEHCTBHEM B OTHOUICHUU KIETOK DJHAOTEIUSA H
MOBBIIIAIOT MpoHMIIAeMOCTh cocynoB. VEGF nelicTByer dyepe3 aBa Tuma THPO3UHKHHA3HBIX
peuentopos, VEGFR-1 u VEGFR-2, npeacraBiieHHbIX Ha TOBEPXHOCTU 3HJIOTEIUAIBHBIX KIIETOK.
PIGF cBsa3biBaercs Tonmbko ¢ VEGFR-1, koTopple Takke NPHUCYTCTBYIOT Ha TOBEPXHOCTH
neiikouuToB. M30biTouHas aktuBauus VEGF-A »Tux peuentopoB MoOXeT MNPUBOIUTH K
MATOJIOTUYECKONW HEOBACKYISIpU3AallMU U U30BITOYHOM POHUIIAEMOCTH COCYAOB. B 3THX mporneccax
PIGF moxer nposBiate cunepruzm ¢ VEGF-A, a takke ctumyianpyeT HHQUIbTPALUIO JEHKOLIUTOB
U COCYJMCTOE BOCIIAJICHHE.

Kimmanueckas 3dbdhekTUBHOCTE U 0€30IIaCHOCTD

Heosackynapnas («enasxcuasny) gpopma 603pacmuoil MaxkyisApHou 0eceHepayuu («8aaicHas» gpopma
BMJ])

«Bnaxnas» ¢opma BMJI xapakTepusyercss MaToJIOTHYECKON HEOBACKYISIpU3allMe XOpPHOHUJIEH.
[IpocaunBaHue KPOBH U )KUJIKOCTU U3 ITATOJIOTUYECKN HEOBACKYJISIPU3UPOBAHHON XOPHUOHIEH MOXKET
BbI3BaTh YTOJILIEHHE LEHTpadbHOM 30HBI cetyaTku (I[3C) mnm oTek W/MiAM KPOBOM3IUSHHS B
CeTyaTKy/CyOpeTHUHAIbHOE MTPOCTPAHCTBO, YTO MPUBOJIUT K CHUYKEHUIO OCTPOTHI 3PEHHUSL.

beszonacHocts u 3¢pdexTuBHOCTD adubeprenTa npu «BiaaxHoi» popme BM/I onienuBanace B 1Byx
PaHIOMU3UPOBAHHBIX MHOTOLIEHTPOBBIX JBOMHBIX MAaCKHMPOBAaHHBIX HCCIIEJOBAHMUSIX C AKTUBHBIM
koHTposieM VIEW1 u VIEW2. B stux uccnenoBanusx 2412 nanueHToB ObUTH paHI0OMH3UPOBAHbI B
cootHomenuu 1:1:1:1 Ha momydenme adaubepuenta (1817 marmeHToB) WM paHuOM3ymaba B
CIIENYIOIUX PEeXUMAX:

1. Admubepuent 2 Mr kaxzaple 8§ HeIenb MOCie 3 MEPBOHAYAIBHBIX €KEMECSYHBIX HHBEKIUN
(admubepuent 2Q8);
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2.  Admmubepuent 2 mr xaxsie 4 Henenu (adaudepil

COOTBETCTBYET ZKCNEPTHOMY OTUETY

3. Admubepuent 0,5 mr kaxapie 4 Heaenu (adaudepuent 0,50Q4);
4. Panubuzymab 0,5 mr xaxapie 4 Hepenu (panuousymad 0,50Q4).

B nccnenoBanus ObUTH BKITFOYCHBI TAITUEHTHI B Bo3pacTte oT 49 1o 99 ner, cpeaHuii BO3pacT COCTABHII
76 ner. Oxono 89 % mauuentoB (1616 u3z 1817), pannoMu3upoBaHHBIX B IrpyIsl adaudepuenTa,
ObUTH B BO3pacTe 65 JieT uiu crapiie, okoiio 63 % (1139 u3 1817) — B Bo3pacte 75 jieT uiiu crapiie.

Ha BTOpOM rojay wuccienoBaHuil HalMEHTH MPOAOJDKAIN IOJy4yaTh IMpernapaTrbl B TOHW e J03e,
KOTOpas ObljIa Ha3HAYeHA UM MCXOHO, HO B MOJU(HIIMPOBAHHOM PEXUME JJO3UPOBAHUS, KOTOPHIH,
COIJIACHO IPOTOKOJY, OCHOBBIBAJICSA Ha PE3yJIbTaTaX U3MEHEHUs OCTPOTHI 3pEHUS U aHATOMUUYECKUX
IIOKa3aTesiel, MpU 3TOM MAaKCHUMAaJIbHbII MHTEpPBAl MEXAY MHBEKLUUSMU COCTaBisl HE Ooiyee 12
He/eb.

B o0oux wmccrenoBaHUsIX MEPBUYHON KOHEYHOM TOUYKOM 3((EKTUBHOCTH OBbLIA JOJIS MAlWEHTOB,
COOTBETCTBOBABIIMX TPEOOBAHUSAM MPOTOKOJIA, Y KOTOPBIX HOJAEPKUBAIACH OCTPOTA 3PEHUS, YTO
noapasymeBaiio norepto menee 15 O0yks no mkaine ETDRS (Early Treatment Diabetic Retinopathy
Study, HccnenoBanue pannero jedenust nuaderudeckoil perunonaruu (P)) na 52-if mepene mo
CPaBHEHHIO C UCXOJIHBIM COCTOSIHUEM.

B uccnenoBanun VIEW1 nHa 52-if Henene ocTpoTta 3peHus nogjaepxupainack y 95,1 % nanueHTos,
MOJIy4aBIIUX Tpernapar aduubeprent 2 Mr Kaxaple 8 Hemenb mocle 3 TepBOHAYAIBHBIX
©KEeMEeCAYHBIX UHBEKIIMM, 0 cpaBHEHUIO ¢ 94,4 % manueHToB, NOTy4YaBIIMX paHuOou3zymad 0,5 mr
KaKJbIe 4 HelIelu.

B uccnenoBanun VIEW?2 nHa 52-i1 Henene octpoTta 3peHus nojnepxxubaiach y 95,6 % nainueHTos,
noJrydaBmux adumbepuent 2 Mr Kaxaele 8§ HEAeNb Mocie 3 TEepBOHAYATBHBIX €KEMECSYHBIX
UHBEKIMH, N0 cpaBHeHUIO ¢ 94,4 % nanMeHToB, MoyyyaBIIMX paHuOu3ymad 0,5 mr kaxaeie 4
HeZeNu.

B o0oux uccrnenoBanusx ObLIO MOKa3aHo, 4To adaubepuent M paHUOU3ymal, NIPUMEHSBILUICS B
no3e 0,5 Mr kaxJple 4 HeJleau, CONOCTaBUMBI 110 KIIMHUYECKOH 3(pPEeKTUBHOCTH.

[TonpoOHoe omucaHue pe3yabTaTOB aHalM3a OOBEIWHEHHBIX JaHHBIX O0OMX WCCIeI0BaHUN
npuBeneHo B Tabnue 1.

Taonuya 1: Oyenxa s¢ppexmuenocmu na 52-i u 96-u nedene;, KOMOUHUPOBAHHbBIE OaHHble
uccneoosanuii VIEWI1 u VIEW?2

Ouenka 3¢ dexTuBHOCTH Adnubepuent 2 Mr Kax/ple 8§ Helemb
nocsie 3 nmepBOHaYAIBHBIX
exxeMecsiuHbIX nHbeKIui (N=607)

Pannu6usymatd
0,5 mr kaxapie 4 Hemenu (N=595)

52 "Henensa 96 nenens 52 Henens 96 Henensa

Cpennee 9nuCI0 HHBEKITHHA 7,6 11,2 12,3 16,5

Cpennee 9nuCI0 HHBEKITHHA
(menmenu 52-96)

JoJst narueHToB ¢ norepei
<15 6ykB ¢ MKO3 o
CPaBHEHUIO C UCXOTHBIM
COCTOSIHHEM

4,2 4,7

95,33 % 92,42 % 94,42 % 91,60 %

Cpennee uzmenenue MKO3,
HM3MEPEHHOH 110 IIKaje
ETDRS no cpaBuenuio ¢
HCXOJIHBIM COCTOSIHUEM

8,40 7,62 8,74 7,89

Jlons manueHToB,
MpuOABUBIINX >15 OyKB 1O 30,97 % 33,44 % 32,44 % 31,60 %
mkane ETDRS no
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(TOCAEROBATERGHOCTE 0663

HKa KTUBHOCTH 8 HeJenb 5
Onenka 3dde oc Admubeprient 2 Mr KaXkIpIe PaHHGHIyMAG

nocye 3 nepBoHaYaIbHBIX
exeMecaIHbIX HHBeKIni (N=607) 0,5 Mr kaxcnsie 4 nezemt (N=595)

52 "enens 96 "enens 52 Henens 96 Henensa

CpPaBHCHUIO C HCXOAHBIM
COCTOSHUEM

VY nmanueHToB, MOMyYaBIINX Tepanuio adaudepuenToM (10 0IHOM HHBEKIMH KaXKIbIe 8 HeJeb ocie
3 mepBOHAYAIBHBIX €XKEMECIYHBIX MHBEKIINUN), TOJNIWHA eHTpalbHON 30HbI cetuaTku (TL[3C) u
cpeqHuil pasMep 00JacTU NATOJOTHYECKONW HEOBACKYISPU3ALMM YMEHBIIMIUCH BCKOpPE IOCIE
Hayasa JICYeHHsI, YTO COOTBETCTBYET pe3yybTaTaM, MOJyYeHHBIM MPU IPUMEHEHUHU paHuOn3ymada B
no3e 0,5 Mr KaKaplii MecsIII.

JlocTurHyTOo€ YMEHBIIEHHE pa3Mepa 30HbI MaToJIOTMYecKol HeoBackysapuzauun u TL3C
0CTaBaJIOCh CTA0MIILHBIM Ha BTOPOM TO/1y MCCIIEIOBAHMIA 10 TIOCIIETHEH OLIEHKH Ha 96-i1 Henerne, mpu
3ToM 2-4% MmanueHToB TpeOOBAIMCH BCe HHBEKIIUU Ha €KEMECSIYHON OCHOBE, a TPETH MalUEHTOB —
0 KpaitHel Mepe 0JIHa UHBEKIIHS C HHTEPBAJIOM JICUCHHUS OJUH MECSII.

B 060oux HCCIICIOBAHUAX OBLIIO OTMEUYEHO YMCHBIICHUEC 30HbL ITaTOJIOTrMYECKOM HCEOBACKYyJIApU3alluU
BO BCCX IpymniIiax ¢ pa3HbIMU PCKUMaMU 103U POBAHMA.

bezonacHocTh M 3PPEeKTUBHOCTh NpUMEHEHUs adaulepLenTa N0 CXeMe «IeYUTh M yBEIMYUBAThH
MHTEPBAI» (C I3MEHEHNEM HHTEPBAJIa MKy MHBEKIUAMU Ha 2 U 4 HE/IeH) TIPH «BIAKHOI» (hopme
BMJ] oneHnBanach B MHOTOLIEHTPOBOM PaHIOMHU3UPOBAHHOM OTKpBITOM HccienoBannu ALTAIR
JUINTEIBHOCTBIO 96 Henenb y 247 nauueHToB U3 SnoHuM, paHee He MOoIydyaBIIUX TEPAIUIO.

B uccrnenoBanuu Bce manueHTHl Hoiydand no 1 uHbeknuu adaubeprenta 2 Mr B TEYCHHE TPeX
MOCJIeI0BATEIbHBIX MECSIIEB, 3aTeM | MHBEKIUIo yepe3 2 mecsia. Ha 16-ii Henene nanueHThl ObUTH
paHJIOMU3HUPOBaHBl B COOTHOIIeHMH 1:1 Ha naBe rpynmbl Ui ToiydeHus admubeprenta Mo
CJIEIYIOIUM CXEMaM:

1. «meunTs H YBCJIUYUTDb HHTCPBAJID» C UBMCHCHHUEM MHTCPBAJIa HA 2 HCOCIIN,
2. «ICYUTh U YBCJIUYNUTDH UHTCPBAJI» C UBSMCHCHHUECM MHTCPBAJIA HA 4 HEACIN.

I/IHTepBaJ'IBI MCKAY UHBCKIUAMU YBCIINYUBAJIIN WX YMCHBIIAJIM HaA OCHOBAHHWU KPUTCPHUCB OLICHKU
OCTPOTHI 3pCHUA W/UII aHATOMHYECKUX HOKaSaTeJ'[eI\/JI, YCTAHOBJICHHBIX IMPOTOKOJIOM HUCCIICAOBAHUA.
MaxkcuManbHBIN HUHTEPBAI MCKAY HHBCKIUAMU B obeunx rpynmax CoCTaBJIAI 16 HCOCIIb.

[lepBuuHOI KOHEUHOU TOUKOM 3 (HEKTUBHOCTH sABIIsATIOCH cpeaHee n3menenne MKO3 k 52-i1 nenene
10 CPAaBHEHMIO C UICXOIHBIM COCTOSIHUEM. BTOPHYHBIMU KOHEUHBIMU TOUYKaMU 3()(hEeKTUBHOCTH ObLIN
JI0JISl TIAlIMEHTOB CO CHMIKEHHEM OCTPOTHI 3pEHHUs MeHee 4yeM Ha 15 OykB, W 0 MaleHTOB, Y
koTopbix MKO3 yBenuuuniack, mo kpaiiHeil Mepe, Ha 15 OykB K 52-if Henene Mo CPaBHEHMIO C
HCXOJHBIM COCTOSTHHEM.

Ha 52-i1 Henene ynydlleHue 3peHUs OTHOCUTENBHO HCXOJHOTO COCTOSIHHMSI COCTABUJIO B CPEIHEM
19,0 OykB y MalMeHTOB B IPYIIE C U3MEHEHHEM MHTEPBAJIOB MEXK]y MHBEKLIUIMU Ha 2 HEleIu U
+8,4 OyKB y MaIlMEHTOB B TPyNIEe ¢ U3MEHEHHEM WHTEPBAJIOB MEXIY WHBEKIUAMU Ha 4 Hemenu
(pa3HOCTh CpeHUX 3HAYEHUIN U3MEHEHHS OCTPOTHI 3pEHUs, BbIpakeHHast B OyKBax U OIpeieseHHast
METOZIOM HauMeHbIuX KBazapaTtoB (95% JIN): -0,4 (-3,8; 3,0), xoBapuanunoHHblii aHanu3s). lonu
MAIMEHTOB CO CHUKEHHMEM OCTPOTHI 3peHHUsi MeHee 4eM Ha 15 OykB ObUIM CONMOCTaBUMBI B 00€UX
rpynmax (96,7% B rpymnne ¢ "3MEHEHHEM WHTEPBAJIOB MEX1Yy UHBEKIIUSAMU Ha 2 Henenu u 95,9% B
rpymrne ¢ ”3MEHEHUEM UHTEPBAJIOB MEX/ly UHbEKIUSIMU Ha 4 Hezenn). Jlos nalueHToB, Y KOTOPbIX
Ha 52-i1 Hezjene 3peHue yayqImioch Ha 15 u 6omnee OykB, coctaBuia 32,5% B rpyrme ¢ "3BMEHEHHEM
MHTEPBAJIOB MEX]y HHbeKIUAMH Ha 2 Henenu u 30,9% B rpynne ¢ u3aMEHEHUEM MHTEPBAJIOB Ha 4
Hegenu. Jlons ManyueHToB, Y KOTOPBIX WHTEPBAN MEKAY HHBEKIMSIMHI ObUT yBeNW4eH A0 12 Hexenb
wiu 6onee, coctaBuia 42,3% B rpymie ¢ U3MEHEHHEM HHTEPBAJIOB MEX 1Y MHbEKIIMSIMU Ha 2 HEJeNu
n 49,6 % B rpynne ¢ U3MEHEHMEM MHTEPBAJIOB MEX1y MHbEKIMIMHU Ha 4 Henenu. Kpome toro, B
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OblTH yBenuueHbl 0 16 Henmenb. Ha mocinennem Bu3uTe (10 52-M HemEaW BKIIOYUTEIBHO) OBLIO
YCTaHOBJIEHO, UTO Yy 56,8% u 57,8% manyieHToB B rpynnax ¢ ©3MEHEHUEM UHTepBaJia Ha 2 U 4 Heaenun
COOTBETCTBEHHO, CIASAYIOIINI HHTEPBAI MKy MHBEKIIUSIMH COCTaBJIseT 12 Henenb u Ooee.

Ha 52-ii Hexene coriacHO JaHHBIM ONTHYECKOW korepeHTHOW Tomorpaduu (OKT) ormeuanoch
cpeanee ymenninenue TI3C na -134,4 u -126,1 MUKpPOH y NAalMEHTOB B TPYIAX C U3MEHEHUEM
HMHTEPBAJIOB MEXAY MHBEKIHUAMU HA 2 U 4 HEJEIN COOTBETCTBEHHO; JIOJIM MAIIMEHTOB, Y KOTOPBIX
OTCYTCTBOBaJIa peTHHaNIbHAas *KuJKkocTh Ha OKT, coctaBuiu 68,3 % u 69,1 % coOTBETCTBEHHO.

VYmenpmienne TH3C coxpansnochk B 00eux rpynmnax v Ha BropoMm rogy ucciepoBanus ALTAIR.
VYiydiieHue 3peHHs OTHOCUTENIBHO MCXOJIHOTO COCTOSHUS MOAJEPKUBAJIOCh J0 MOMEHTa
(buHaNBHON OIIEHKH Ha 96-if Henele U COCTaBHIIO B CpeqHeM +7,6 OYKB y MAlMEHTOB B TPYIIIE C
M3MEHEHUEM MHTEPBAJIOB MEXAY UHBEKIMSIMHU Ha 2 HeAenu U +6,1 OykB y MalMeHTOB B TPYIIIE C
W3MEHEHUEM WHTEPBAJIOB MEXJYy MHBEKIUAMH Ha 4 Henmenu. Jlojis MAlMEHTOB C YBETUYECHHBIMHU
WHTEpBAJlaMU MEXJy HHBEKUUAMU 10 12 Hemenb wnu Oonee cocrtaBuina 56,9 % u 60,2 %
COOTBETCTBEHHO, a Ha MIOCJIEAHEM BU3UTE, IPEAIIeCTBYIOLIEM 96-11 Hezelne, ObUIO YCTaHOBIIEHO, YTO
y 649 % u 61,2 % nauuentoB (B rpynmax ¢ H3MEHEHHEM HUHTepBala Ha 2 u 4 Henmenu
COOTBETCTBEHHO), CIICIYIONINI MHTEPBAJI MEKy HHBEKIIUAMU cocTaBisieT 12 Hemerns uiu 6onee. Ha
BTOPOM IOy JICYEHHS MAlIMEHTHI B TPyNIax ¢ U3MEHEHHWEM MHTepBajia Ha 2 U 4 HeJlenu MOIy4YUIu B
cpenseMm 3,6 u 3,7 UHBbEKIIMI COOTBETCTBEHHO. 3a JIBa r0/la TEPANIuy MalMEHThI MOJIYYHIIN B CPETHEM
10,4 uHBEKIIUH.

[Ipumenenne aduubeprienta COTIACHO CXeMe, HCIonb3oBaHHOW B wuccienoBanun ALTAIR,
[I0KAa3aJI0 CONIOCTaBUMBIE pe3yibTaThl ¢ ucciaeaoBanusmMu VIEW1 u VIEW2.

[Ipodune GezonmacHOCTH B OTHOLIEHUH OQPTAIBMOJOTHYECKUX M CUCTEMHBIX HEXKeaTeIbHbIX
apneHnii B uccaenoBanun ALTAIR Opi1 comoctaBuM ¢ mpoduiem  6e30MacHOCTH,
3aperucTpUpOBaHHBIM B OCHOBHBIX HccinenoBanusx VIEW1 u VIEW2.

D¢ dexTuBHOCTH U 0€30MACHOCTh NPUMEHEHHUs aduubeplenTa B peKUMe «ICUUTh U YBEIMYUBATh
MHTEpBal», UHUIMMPOBAHHOM Ha IMEPBOM TOAY Tepamuu (mocie 3 eXEeMECSUHBIX 3arpy304HBIX
UHBEKIMH U 1 MHBEKIMH Yepe3 2 Mecsla) B CPaBHEHHWH C TAaKOBBIM, WHUIIMHPOBAHHOM IIOCIE
NepBOro roja JiedeHUs MNpu «BiIaxHoW» ¢opme BMJI, oneHuBanoce B MHOTOLIEGHTPOBOM
PaHIOMHU3UPOBAHHOM OTKPBITOM HCCIIEI0BaHMM HEeMEHbIeH 3((EeKTUBHOCTH M OE30MacCHOCTH C
akTuBHBIM KOHTposieM ARIES nnutensaocthio 104 Henenu y 269 nanueHToB, paHee He MOTy4aBIInX
Tepanuio.

B pamkax JaHHOTO HCCIeI0BaHUs TaKXKe OblIa IPOAHATU3UPOBAHA OIS TALIUEHTOB C HOTPEOHOCTHIO
B IPOBEIEHUH 00Jiee YacThIX MHBEKIIMH Ha OCHOBAHUU PEIIEHUS HccieqoBarens. 62 rnanueHTa u3
269 nony4yalli MHBEKIMHU 4Yallle, 4YeM KaXKJbple 8 Helenp M0 KpallHed Mepe OJIMH pa3 B TEUCHHE
uccaenoBanus. Takue manueHTsl OCTaBaIMCh B UCCIEIOBAaHUU U I1OIyYally JIEYCHUE B COOTBETCTBUU
C KJIMHUYECKOM OLICHKOM MCCIIEIOBATENsA, HO HE Jalle yeM Kaxable 4 Henenu. MIHTepBansl Mexay
MHBEKIMUAMU JUIS 3TUX IAlMEHTOB B JajbHEHIIEM MOIJIM ObITh CHOBa yBenuueHbl. CpeaHuit
MHTEPBAJl MEXy HHBEKLIUSIMHU NOCIIE PUHATHUS pelieHust o 0oJiee 4acToM BBeeHUHU aduulepiienta
JUIA TaKUX MallMEHTOB cocTaBui 6,1 Hexenu.

Ha 104-it Hemenme wmccienoBaHus y TMAlMEHTOB C MOTPEOHOCTHIO B TMPOBEACHUH 0O0J€€ YaCThIX
UHBEKIMH adaubepiienTa mo kpaHel Mepe oauH pa3 B Tedenue uccneaoBanus, TL[3C ocraBanack
BBIIIIE TI0O CpaBHEHHWIO C 0O0mmIel koroptoi, HO cpemHee ymenbmieHne TI[3C mo cpaBHeHHIO C
HCXOTHBIM cOCTaBWIO -160,4 MUKPOH, 4TO OBLIO aHATOTHYHO TTOKA3aTENISIM MAIIMEHTOB, TOMYyYaBIITNX
rpenapar ¢ UHTEPBAJIOM MEXTY UHBEKIMSIMU KaXKIbIe 8 HECIb U PEXKeE.

Ha 104-ii Henmene wuccienoBaHUs y TAIMEHTOB C MOTPEOHOCTHIO B MPOBEAECHUM 00Jiee YacThIX
WHBEKIUH 10 KpaliHel Mepe oJuH pa3 B TeueHue uccienaoBanuss MKO3 Oplia HUXE 10 CpaBHEHUIO
C TAaIMeHTaMH, KOTOPHIM HE TpeOOBaJOCh YBEIWYCHHE WHTEHCUBHOCTH JieUeHHs. B maHHOI
MOJArpyIie nanueHToB cpeanee nameHenne MKO3 oT HCX0IHOTO K KOHIY HCCIIEIOBaHUS COCTABHIIO
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+2,3 £ 15,6 6ykB. Cpeau nanueHToB, OTy4YaBIIuX Oojiee ‘-IaCTé:)g E&Qﬁ%‘%@ﬁﬁ@e@hﬁiﬁhésﬁ%

MAlKMEHTOB OTMEYAJIOCh COXPAHEHUE 3PEHUS, TO €CTh OTCYTCTBHE CHI)KEHHSI OCTPOTHI 3peHHs Ha >15
OyKB; yny4leHue 3peHust Ha >15 OykB ormeuanoch y 19,4% naruenTos.

[Ipodune G6e3omacHOCTH y MALMEHTOB, Y KOTOPHIX MHTEPBAJ MEXKIy MHBEKIMSIMHU Mpenapara Obul

KOpoue, 4YeM Kaxable 8 Helelb, ObUI COMOCTAaBUM C MpoQuieM 0e30MacHOCTH B MCCIEIOBAHMIX
VIEWI u VIEW2.

Maxkynaphulii omex, pazeusuiuiics 8ciedcmaue OKKI3uu yeHmpaivhou eéenvl cemuamxu (OL[BC)
unu ee semseii (OBI[BC)

[Tpu OLIBC u OBIIBC pa3BuBaeTcs UIIEMUst CETYATKH, YTO SBJISECTCS CUTHAIIOM K BBICBOOOKIEHHUIO
VEGF, 410, B cBOIO 0OYepe/h, MPUBOIUT K JECTAOMIM3AIMH TUIOTHBIX KOHTAKTOB M CTHUMYJIUPYET
nponudepanuo dHAOTENMHATBHBIX KieTok. [loBeimenHas skcnpeccuss VEGF cBsizana ¢ takumu
OCTIO)KHEHUSIMHU, KaK HapyIICHHE reMaToOo(TaIbMHYECKOrO Oapbepa, OTEK CETYATKH BCIICICTBUE
MOBBIIEHHOW TPOHUIIAEMOCTH COCY/I0B, HEOBACKYIISIPU3AIIHSL.

bezonacHocte U 3¢ dexkTuBHOCTH aduubepuenTta OINCHUBAINCH B JIByX PaHIOMH3UPOBAHHBIX
MHOT'OLIEHTPOBBIX JIBOWHBIX MAacCKHpPOBaHHbIX KOHTpoaupyembix ucciaeaoBaHusix COPERNICUS u
GALILEO, BkitouaBmux 358 nmaueHTOB ¢ MaKyJIIpHbIM OTEKOM, pa3BuBLIuMcs Beaeactsue OLBC.
B 00oux uccrnenoBaHusx NaueHThl ObUIA paHJOMU3HUPOBAHBI B COOTHOLICHUH 3:2 1JIs OTy4YeHUS 2
Mmr aduimbeprenta kaxnaeie 4 Hemenu (217 mammentoB) (rpynma adnubepuenta 2Q4), wiu B
KOHTPOJIbHYIO TPYIIY JJIs HOJIYYEHHUS] UMUTALIMI MHBEKIMHN KaKIble 4 HEJIeIH B TEUeHUE 6 MECSLEB.

B uccnenoBanus 6pUTH BKITIOUEHBI TAIIMEHTHI B BO3pacTe oT 22 110 89 siet, cpeiHuid BO3pacT COCTaBUII
64 rona. B uccnenoanusax no mnokazanuro OLBC mpumepno 52 % mnamuentoB (112 u3 217),
pPaHJIOMU3HPOBAHHBIX B Tpymiry adaudeprienTa, ObUM B Bo3pacte 65 JIeT WK CTapiie, ¥ IPUMEPHO
18 % (38 u3 217) — B Bo3pacTe 75 JE€T WU CTapIIIe.

[Tocne 6 mocnenoBaTENbHBIX €KEMECSIUHBIX UHBEKIUI MalMEeHThl TPOJAODKAIN MOTYy4aTh JeUeHUue
TOJIBKO B TOM CIIy4ae, €CJIM OHM COOTBETCTBOBAIM 3apaHEE OIPENCICHHBIM KpPUTEPUAM JUIA
MPOJOJDKEHHSI TEpalliu, 3a HCKIIOYEHHEM MAalUeHTOB KOHTPOJIBHON TIpyHIbl B MCCIEI0BaHUU
GALILEO, xoTopple NpOAOJDKANIM MOJIy4aTb UMHUTALUMM MHBEKIMH no 52-i Hexpenu. C 3TOrO
MOMEHTA BCEM NaIMEeHTaM Tepanus MPOBOIMIACE B TOM CIIy4ae, €CJIM OHU COOTBETCTBOBAIIU 3apaHee
OIIPEAEIEHHBIM KPUTEPHUSIM.

B 060oux uccnenoBanusx nepBUYHON KOHEUHON TOUKON 3((HEKTUBHOCTH SBISIACH OIS MAIIUEHTOB,
y xotopeix MKO3 yBenuuninace, o kpaitneit Mepe, Ha 15 OykB yepe3 24 Heaeslu 10 CPaBHEHUIO C
HCXOJHBIM COCTOSIHUEM. BTOpHYHOI KOHEYHON TOUKOW ObUIO M3MEHEHHE OCTPOTHI 3peHUsl Ha 24-ii
HEJIENIE 110 CPABHEHUIO C UCXOAHBIM COCTOSTHUEM.

Paznuuust mexay rpynmamMu ObUTH CTaTUCTHYECKH 3HAYMMBIMU B TIONIB3Y adiubeprenTta B 000uX
uccnenoBanusax. Ynyudmenne MKO3 Oputo gocturHyro depes 3 Mecsla ¢ MOCIEAyROIIen
crabmm3arnuei octpoTsl 3peHus U TI3C mo 6-ro mecsma. CTaTUCTUYECKHA 3HAYMMBIE Pa3IMUUs
COXPaHSJIUCH BILIOTH 10 52-1 HEJENH.

[Togpo6HOE onrcaHue pe3yIbTaTOB aHAIM3a 000MX HCCIe0BaHUM TpuBeAeHO B Tabmuie 2.

Tabnuua 2: Oyenxa s¢hgpexmusnocmu 6 uccnedosanusx COPERNICUS u GALILEO na 24-u, 52ii u
76/100-11 neoene

[Jons nanueHTos, Cpennee nzmenenne MKO3 o
npubasuBLINX >15 OykB| mkane ETDRS no cpaBHeHHio
Onenka 3pPeKTHBHOCTH
0 CPaBHEHHMIO C C HCXOJIHBIM COCTOSTHHUEM
HCXOJIHBIM COCTOSTHUEM (COY
> |24 menenn KonTpons (N=73) 12 % -4,0 (18,0)
r ey apnubepuenT 2 Mr Ka>kable
w 9
% d 4 wenenu (N=114) 56 % 17,3 (12.8)
O |52 mememun  |Konrpons? (N=73) 30 % 3,8(17,1)
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Hois nauI/IeH'JfJ)'B',"" ' é‘i&ie“e' MEtie e MKO3 1
npubaBuBmuX >15 6ykB| mkane ETDRS mo cpaBHeHMI0
Onenka 3pPeKTHBHOCTH
10 CPaBHEHHIO C C UCXOJHBIM COCTOSIHHEM
HCXOJIHBIM COCTOSTHUEM (COY)
apmmbeprent 2 mr (N=114) 55 % 16,2 (17,4)
100 memens  |Konrtpons?® (N=73) 23,3 % 1,5 (17,7)
admmbepuent® 2 Mr (N=114) 49,1 % 13,0 (17,7)
24 "enenu Kontpons (N=68) 22 % 3,3(14,1)
ahnubepIienT 2 M KaKable
0 4 wenenn (N=103) 60 % 18,0 (12.2)
= |52 menemn  |Kontposs (N=68) 32 % 3,8 (18,1)
(<.') admubeprent 2 mr (N=103) 60 % 16,9 (14,8)
76 Henenb Kontpons* (N=68) 29,4 % 6,2 (17,7)
admbepuent? 2 Mr (N=103) 57,3 % 13,7 (17,8)

1CO: cranpapTHOE OTKIOHEHHUE

2B uccnegopanuy COPERNICUS nanueHTsl KOHTPOILHOM IPYIIbl MOTIIM MOTy4aTh adIubeplent o Heo6X0AuMOCTH
(PRN) kaxnsie 4 Heenn B TeUSHHUE TIeproa ¢ 24 1mo 52 Hemenro, TanueHTHI MTOCEaN Bpaya KaxIpie 4 Hele .

3B uccnenopanun COPERNICUS u KoHTpoNbHas Ipynna, ¥ rpynna adguudepuenta 2 Mr noiaydanu adgiaubepuent 2 Mr
o HeoOoxonumocTH (PRN) kaxxapie 4 Hemenu ¢ 52 mo 96 Henelno: NanueHTH B 00s13aTEeIbHOM MOPSAKE MOCEIIaIn Bpada
Kbl KBapTajl, HO MPHU HEOOXOJUMOCTH MOTIIN IIPUXOIUTH HA TIPHEM Ka)KIble 4 HElIeIH.

“B uccnenopanun GALILEO ¢ 52 no 68 Henemio M KOHTPONbHAs TPyINa, U rpynna adpaudepuenta 2 Mr IONyYaiud
admubeprient 2 mr nmo HeooxomumocT (PRN) kaxkmsie 8 Hemenb, MaMEHTH TPUXOAWIN HA MPUEM B 00s3aTCILHOM
MOPSAZIKE KaXKIbIe 8 HeJIelb.

bezonacHocts M 3¢¢exTtuBHOCTH adaulepuenTa OLEHUBAIUCH B PaHIOMU3UPOBAHHOM
MHOTOIICHTPOBOM JIBOMIHOM MAacKHPOBAaHHOM KOHTpoinpyeMoMm uccienoBanun VIBRANT,
BKJIIOUaBleM 181 manmeHTa ¢ MakyiIsIpHbIM OTeKoM, pasBuBmMMcs Bcaeactsue OBIIBC, B Tom
yucie remuperuHanbHyo OLIBC. B nanHOM HccienoBaHuu MalyeHThl ObUIM paHIOMHU3UPOBaHbI B
cooTtHomeHuun 1:1 st momydeHus adnubepuenta B A03e 2 MI Kaxzable § Heaenb mocie 6
NepBOHAYANIbHBIX €KEMECSUYHbIX UHbEKIUU (91 mamueHT), win B TPyIIy NAlUEHTOB, H3HAYAJIbHO
MOJTyYaBIIUX Ja3epHYI0 KOAryJsIUIo (TpyIa akTHBHOT'O KOHTPOJIS).

B uccrnenosanue 06111 BKITIOYEHBI TAIMEHTHI B Bo3pacTte oT 42 110 94 5iet, cpeHuii BO3pacT COCTaBUII
65 ner. B uccnegoBanuu mo mokazanuto OBLIBC mpumepno 58 % manuentoB (53 u3z 91),
PaHIOMHU3UPOBAHHBIX B Ipyniy adaudepiienta, ObUIH B BO3pacTe 65 JIeT WK cTapiie, U MPUMEpPHO
23 % (21 u3 91) — B BO3pacTe 75 neT WM cTapuie.

Hauunas ¢ 12-ii Henmenw, MalMEHTHl TPYIIbl aKTUBHOTO KOHTPOJI MOIJIM  IOJIy4aTh
JOTIOJIHUTEIBHYIO JIA3EPHYIO KOAryJIALUIO, HAa3bIBAEMYIO «TEpalueidl CIaceHUs» ¢ MUHUMAaJIbHBIM
nHTepBagoM 12 Hepenb. HaumHasg ¢ 24-i Henmenw, MalMeHTHl TPYIIBI aKTUBHOTO KOHTPOJIS,
YIOBIIETBOPSIOIIUE 3apAHEE ONPEAEICHHBIM KPUTEPHUSAM, MOIUIMA IOJIy4aTb «TEPAIMIO CIIACCHUS»
ahaubepenToM B 103€ 2 M Kaxble 4 HEJenn B TeUCHUE 3 MECSIIEB, 3aTeM Kax/ble 8§ Henenb. B
uccnenoannn  VIBRANT nepBuuHOi KOHEYHON TOUYKOM >(PQPEKTHUBHOCTH sBIATAChH OIS
nanueHToB, y kotopbix MKO3 yBenuuuiaceh, o kpaitHeit mepe, Ha 15 OykB yepe3 24 Henenu 1o
CPAaBHEHMIO C HCXOJHBIM COCTOSIHMEM, 3TOT IOKa3aTedb B rpymme aduubeprenta npeBOCXOAMIT
[TOKa3aTeNb B TPYIIE AKTUBHOI'O KOHTPOJIS.

B uccnenoBanuu VIBRANT BTOpHYHOM KOHEUHOW TOYKOW OBUIO YIyUIIEHHWE OCTPOTHI 3peHHs Ha
24-ii Henerne o CPaBHEHHIO C MICXOTHBIM COCTOSIHUEM, KOTOpOe OBLIO CTaTUCTHYECKH 3HAYNMBIM B
noJip3y adunbeprenta. YiydlleHHe 3peHUs] MPOUCXOANUIO OBICTPO U JOCTUTANIO0 MAaKCHUMAaJIbHOTO
3HA4YEHUs Ha 3-i MecHll, ¢ MOCIEAYIONMM COXPAaHEHHEM JOCTUTHYTHIX 3HAUeHUM 10 12-ro mecsia.

Hauunas ¢ 24-ii "enmenu, 67 MalMEHTOB TPYHIBI aKTMBHOTO KOHTPOJS MOJIyYAId «TEPAIUIO
cnaceHus» aduubeprientom (rpynmna AKTUBHBIH KOHTPOJH / adubeprient 2 Mr), 4To MPHUBEIO K
YIYYIICHUIO OCTPOTHI 3pEHUS B CpeiHEM Ha 5 OYKB ¢ 24-i Hepemnu 1o 52-10 Hellelo.
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[TonpoOHOE onucaHue pe3yabTaTOB aHATN3a UCCIICIOBAHHUS VIMI&EME;@Q EBHFQEJyfﬁel :%I.:' 3)

Taonuya 3: Oyenxa s¢hghexmusrnocmu 6 uccneoosanuu VIBRANT na 24-ui u 52-1i nedene

Hons nanmenrtos, npubasusimx |Cpennee usmenenne MKO3 1o
Onenka 3 pexkTHBHOCTH >15 GyKB 1O CpaBHEHHIO C mkane ETDRS 1o cpaBHEHHIO C
HCXOJHBIM COCTOSIHUEM ucxoaubM coctosareM (CO?)
24 nenenu |adaubeprient 2 Mr 0
kaxbie 4 Hepenu (N=91) 52,7% 17,0 (11.9)
AKTHBHBIH KOHTPOJIb 0
(N=90) 26,7 % 6,9 (12,9)
52 megenu |adnubepuent 2 mr 0
kaxkpie 8 Henennb (N=91)2 S7.1% 17.1(13.1)
AKTHBHBIN KOHTPOJIB /
adubeprent 2 Mr 41,1 % 12,2 (11,9)
(N=90)3

1CO: cranpapTHOE OTKIOHEHHUE

’HuTtepsan nedeHus Ajs BCeX MAlUEHTOB IPYIIbI apaubeplent ObLI yBeIUYeH A0 8 Helelb B TE€YEHHE IEpPUOJa C
24-i1 1o 48-10 HEeAETIO.

SHaunnas ¢ 24 Hedenu, NALUEHTHl IPYIIIBl AKTUBHOIO KOHTPOJA, YAOBIETBOPAIONINE IO KpaiiHeil Mepe oJHOMY M3
3apaHee ONpeAeTICHHBIX KPUTEPUEB, MOTIH MOIYYaTh «TEPAIHI0 CIaceHs» aduubeprentoM (Bcero 67 MalMeHTOB).
OuKCHPOBaHHBIN PEKUM «TEPAIUU CIIACCHIS» adarbeprent - agaudepuenT B 03¢ 2 MT KaKIple 4 HEICTH B TeUeHHe 3
MCCALCB, 3aTCM MHTPABUTPCAJIBbHBIC MHBCKIINU KaXKAbIC 8 HEACIIb.

VY nauueHToB, NOJYYMBIIUX 6 MOCIEIOBATENbHBIX €KEMECSUHBIX MHbEKUUN 2 Mr adunbeplenra,
OTMEYaJICS CTOWKHM, OBICTPbIA M BBIPAKEHHBIH MOP(OIOrHUecKUii OTBET (M3MEepsieMbIi
yayuienuem cpennux nokazateneit TL3C). Ha 24-ii nenene ymenbmienne TL3C cratuctuuecku
3HAYUMO TIPEBOCXOJMIO TAaKOBOE€ B KOHTPOJIBHOM TIpyHme BO BCEX TpeX HCCIEIOBAaHUSIX
(COPERNICUS (OLBC): -457 mukpon otHocutensHo -145 mukpon, GALILEO (OLBC): -449
MUKpPOH OTHocuTenbHO -169 mukpon, VIBRANT (OBLBC): -280 mukpoH oTHOcuTenbHO 128
MUKpOH). Jlocturayroe ymenbiienue TL3C coxpaHsaiock 10 KOHIA KaXKA0ro ucciegaoBanus: 10 100
nenennb B uccnegosanuu COPERNICUS, no 76 uenens B ucciaenosanud GALILEO u go 52 nenenb
B ucciegoBannu VIBRANT.

Jluabemuueckuu maxynsapuwii omex ([{MO)
JIMO pa3BuBaetcs Benenctsue /[P u xapakTepusyeTcsl MOBBIIIEHUEM MPOHUIIAEMOCTH COCYIIOB U
MOBPEXKICHUEM KaIllUJUIAPOB CETYATKU, YTO MOXKET IPUBECTH K ITOTEPE OCTPOTHI 3PCHUS.

besonacnocts u addextuBHOCTy adnubeprenta y manueHtoB ¢ JIMO oneHuBaiiuch B JIBYX
PaHIOMHU3UPOBAHHBIX MHOTOLEHTPOBBIX JBOMHBIX MACKUPOBAHHBIX HCCIIEIOBAHUSIX C AKTHUBHBIM
kontposiem, VIVID-DME u VISTA-DME. Bcero 0buto panmoMu3upoBano 862 marueHTa, U3 HUX
576 mauueHTOB ObUIM paHIOMM3MPOBAaHBI B Tpymmsl adumbeprenta. B kaxaoM ucciaenoBaHUU
MaUeHThl ObUIH Cy4YaifHBIM 00pa3oM pacrpesiesieHbl Ha TpU FPYMIbl B cOoTHomeHuu 1:1:1:

1. admubepuenTt 2 Mr Kax/ple 8 HeIEb MOCIE 5 MEPBOHAYATIBHBIX €KEMECIUHbIX HHBEKLIUH;
2. admubeprent 2 MT Kaxable 4 HeIemw,
3. JazepHas KoaryJsius B MakyJie (aKTUBHBIA KOHTPOJIb).

B uccnenoBanms 6pUTH BKITIOUEHBI TTAIIMEHTHI B BO3pacTe oT 23 10 87 JIeT, CpeIHriA BO3paCT COCTaBUII
63 roga. B uccnenoBanusix Il ¢azel mo nmokazanuro JIMO npumepro 47 % nanueHToB (268 u3 576),
PaHIOMU3UPOBAHHBIX B IPYMIbI adaudeprent, OblIu B Bo3pacTe 65 eT Ui cTapiie, 1 IpuMepHo 9
% (52 u3 576) — B BO3pacte 75 JeT Ui crapiie.

BonpIIMHCTBO NallMEHTOB, BKIIOUYEHHBIX B 00a uccaeaoBanns, uMenu auadet I tuma.

Hauunass ¢ 24-ii Hemenu NaAlMEHTHI, YAOBJIETBOPSIONIME 3apaHee OIpPEACNICHHBIM IMOPOTOBBIM
3HAYCHUAM MOTEPHU 3PEHUS, MOTJIM TOJY4YaTh JOMOJIHUATEIBHYIO TEPANUIO: MAIMEHTHI B TPYIIax
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aduubeprent MOTJIHM TONydYaTh Ja3epHYI0 KOaryisiuio, a ﬂﬁi;}én-}%ﬂﬁf %6[1—%}}5@['611&' -Eﬁ'yﬁnltltl'—

Tepanuio agardepIenTom.

B o00oux wuccreqoBaHUAX TMEPBUYHON KOHEYHOW TOUYKOH 3(PPEKTUBHOCTH SBISIIOCH CpEIHEE
3HayeHue usmeHeHnss MKO3 Ha 52-if Henesne nmo CpaBHEHHUIO C MCXOJIHBIM COCTOsIHUEM. [laHHbIN
mokasareib B Tpymmax aduubeprienita 2 Mr Kaxaple 8 HEOenb IOCIe 5 TepBOHAYATBHBIX
©KEeMEeCAYHBIX UHBEKIUI 1 aguubepuent 2 Mr Kakasle 4 Heeau ObUT CTATUCTUYECKH 3HAYMMbBIM U
MPEBOCXOIMJ TMOKA3aTeIM B KOHTPOJBHOM Tpymme. DTO MPEeUMYIIECTBO coxpansuiock a0 100-i
HeZeNu.

[Togpo6Hoe omucanue pesynbratoB uccinenoBanui VIVID-DME u VISTA-DME npuseneHo B
Tabnure 4.

Tabnuua 4: Oyenxa s¢pgpexmusnocmu na 52-u u 100-1 nedene 6 ucciedosanusix VIVID-DME u
VISTA-DME

Cpennee uzmenenre MKO3 o | Jlosns naruieHTOB, MprUOaBUBIIHX
OneHka 3 QeKTUBHOCTH mkane ETDRS mo cpaBrenuro ¢ >15 OyKB 1O CpaBHEHHUIO C
HCXOHBIM COCTOSIHUEM HCXOIHBIM COCTOSIHUEM
adubeprenT 2 Mr Kaxaple 0
= 8 menens! (N=135) 10.7 3%
0]
= |adnubepuent 2 Mr Kaxkable 0
i‘:’ 4 nenemu (N=136) 105 32%
L
S |  |AxTuBHBI KOHTPOIb 12 99
(@] (mazep) (N=132) :
Q agubepienT 2 MI KaXable
> 9,4 31,1 %
S = 8 Hemennl (N=135)
(5]
S lapmubeprient 2 Mr Kaxkpie o
; 4 nenenu (N=136) 114 38.2%
(=)
~ |AKTHBHBII KOHTPOJIb o
(mazep) (N=132) 0.7 121%
adubeprenT 2 Mr Kaxaple 0
5 8 memennl (N=151) 10.7 31%
% adubeprenT 2 Mr Kaxaple 12,5 42 %
" ‘f] 4 aenenmu (N=154)
S | ' |AxTuBHBI KOHTPOI 0,2 8 %
o] (mazep) (N=154)
|<£ agubepLenT 2 MI KaXaple 111 331 %
g = [8 Henennl (N=151) ’ ’
% aduOepLenT 2 MI KaXaple 11,5 38,3 %
Z |4 nenemn (N=154)
(=]
~ |AKTHBHBII KOHTPOJIb 0,9 13,0 %
(mazep) (N=154)

Tocne 5 [IepBOHAYAIBHBIX €KEMECIUYHBIX HHBEKIUH

B uccnenoanusix VIVID-DME u VISTA-DME 36 (9 %) u 197 (43 %) naniueHTOB COOTBETCTBEHHO
noiy4yanu npeamectBytonryto antu-VEGF tepanuto, ¢ mepnogoM OTMBIBKH 3 Mecsma U Oosee.
O¢ddexTsl OT JeueHus B MNOArPYyNNax IMalKUEHTOB, MOJIYYaBIIUX MPEIBAPUTEIbHYIO TEparuio
unruouropamu VEGF, Obin cxoxumu ¢ 3pdexramu, HaOIIOAABIIMMHCS Y MAIIMEHTOB, BIIEPBbIC
nonydaBimux Tepanuto uHruouTopamu VEGF. TlamuenTtsl ¢ OunaTepaibHBIM MOPaXKEHHUEM MOTIIH
nonydats anTu-VEGF Tepanuio apyroro riasa, eciiv Jeqaniiuii Bpad cUuTal 3TO He0OXoauMbIM. B
uccnenoBanuu VISTA-DME 217 (70,7 %) nmauuenTtam, nosydaBumuM adaudepuent, BhIMOTHUINCH
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uHBEeKIMU admbepenta B 06a rmasza qo 100-it Henenu; B I/ICCHQ,Z[OBM YAVID! WE 97 635 'é %)

MalKueHTaM, TOJydaBIIuM adauOeprienT, BBIIOJHMIMCh HHBEKIMH pa3nudHbiX aHTu-VEGF
npemapaToB B apyroi rias. [lokazarenu 3pQexkTUBHOCTH Tepanmuu B Pa3IMYHBIX MOATPYIIIaX
(HampuMep, MOATPYIIIBI MAIMEHTOB, CTPATU(GUIIMPOBAHHBIX 110 BO3PACTY, MOy, pace, UCXOJIHOMY
ypoBHio HbAlc, umcxomnoil ocTpore 3peHHs, MNpeIIecTByIolleMy Ha3zHaueHuio aHTu-VEGF
Tepanuu) OBUIM COMOCTaBUMBI C TOKa3aTesIMH Ui OOLICH TOMYJSIMH, KaK B OTICIBHBIX
HCCIIEIOBAHUSAX, TaK M B 0000IIEHHOM aHaJIU3E.

Bckope nocrie Hayasia Tepanuy y MalyueHToB, MOIydaBIIuX Tepanuto adiaudepientom, Ha0Ioaancs
OBICTPBIN U BBIPAKEHHBIN OTBET CO CTOPOHBI Mopdomorunueckux nokazarenet (TL3C, ypoBeHs 1mo
mkane orneHku Tsokectd P (DRSS)). B uccnenoBanmsx VIVID-DME u VISTA-DME cpennee
ymenbiieHne TH3C no cpaBHEHHIO € MCXOIHBIMM IIOKa3zaTelssMM Ha 52-i Hexene ObLIO
CTaTUCTUYECKU 3HAYMMO 0oJiee BBIPAXKEHHBIM B rpyiine adiaubdeplenta no CpaBHEHUIO ¢ TPYIMION
nazepHoii Tepanun: -192,4 MukpoH u -183,1 MukpoH B rpymme adgaudepuent 2 Mr Kaxkaple 8 Heelnb
1ocJie 5 MepBOHAYAIbHBIX €KEMECSYHBIX MHBEKUHUN U -66,2 MUKpPOH W -73,3 MHUKPOH B Ipymie
JIa3€pHOI TEpanuu, COOTBETCTBEHHO.

B uccnenosanusax VIVID-DME u VISTA-DME ynyumenue teuenus AP Ha 2 u Gosiee ypoBHs 1O
mkane DRSS omnenuBanock mpenBapuTensHO yCTaHOBJICHHBIM criocobom. Y 73,7% m 98,3%
nanueHtoB B uccinenoBanusax VIVID-DME u VISTA-DME cooTBeTcTBEHHO, OblIa IIPOU3BEACHA
ouieHka Tspkectu TedeHus [P mo mkane DRSS. K 52-i1 Henene uccnenoBaHus yaydlleHUE TEUECHUS
JIP Ha 2 u 6onee ypoBHs no mkane DRSS nabmonanocek y 27,7% u 29,1% mauueHToB npu Teparuu
agumbeprenToM Kaxple 8 HeJelb Mocie 5 TepBOHAYABHBIX KEMECTUYHBIX HHBEKIUH 1y 7,5% u
14,3% mnaumeHtoB, noiy4yaBmux Tepanuto jazepoMm. Ha 100-i1 Hepene uccieqoBaHUN JaHHBII
nmokasareib coctaBui 32,6% u 37,1% B rpynmax adgumbepienta (IpoBecHIEC HHBESKIHA KaX Ible 8
He/elb TOcCie 5 NMepBOHAYaIbHBIX €XKEMEeCSUHBIX MHBbeKIMH) U 8,2% u 15,6% B KOHTPOIBHBIX

rpynnax.

B ne3aBucumom cpaBautensHoM uccnenoBanuu (DRCR.net Protocol T) mpumeHsiicst THOKU peskuM
J03UpOBaHus, OCHOBaHHBIN Ha cTporux kputepusx OKT u m3aMeHeHMsIX 3peHus IpHU MOBTOPHOM
nedenuu. B rpymnme nedenus agnubepiientom (224 nmanueHTa) pe3yiabTaToM TaKOTO PEKUMa JICUSHUS
SBJIAJIOCH TOJYYEHHUE MalMeHTaMu B cpeaHeM 9,2 MHBEKIHM, YTO COMOCTaBUMO C MOJIYYEHHBIM
KOJMYECTBOM MHBEKIIMIA B Tpynmax adiaulOeprent 2 Mr Kaxable 8 Helenb Tocie 5 TepBOHAYaTbHBIX
exxeMecauHbIX nHbeKIui B uccienoBanusx VIVID-DME u VISTA-DME. O0mas 3¢ dekTuBHOCT
B rpymnme nedeHus aduubepuentom B wucciaenoBanuu Protocol T Obima Takke cpaBHHUMa C
3¢ PexTUBHOCTBIO B rpymnmax aduuodepuent 2 Mr Kaxiable 8 Hemelb Mocie 5 NepBOHAYaIbHBIX
exxeMecsauHbIX HHBeKIMH B ucciaegoBaHusx VIVID-DME u VISTA-DME. B wuccnemoBanmu
Protocol T naGmroanocs yiydiieHne 3peHus B cpeHeM Ha 13,3 Oyks, y 42 % 3peHue yayqIimuioch
o KpaifHeif Mepe Ha 15 OyKB IO CpPaBHEHHIO C MCXOJHBIM cocTostHMeM. OleHka 6e30macHOCTH
MoKazaja, 4yTo o0Ilas 4acToTa BCTPEYAEMOCTH OQPTaTIbMOJIOIMUECKUX M HEO(TaTbMOJOTHYECKHX
HexkenaTeNbHbIX sBieHui (Bkatodast ATC) Oblia comocTaBuMa BO BCEX TPYIIAX JICUSHUS B KAXKIOM
UCCIIETOBAaHUH U MEXKY HCCIIE€AOBAHUSIMHU.

OddextuBHocTy adpmmbeprenta 2 Mr y manueHToB ¢ JMO B Tpex pa3iMuHBIX pexUMax
JIO3UPOBAHUS TIOCTIE TPEIIISCTBYIONIETO JIeueHUs B (UKCUPOBAHHOM DPEXUME (5 eKEeMEeCSIHBIX
3arpy304HbIX HHBEKIIMH C TOCIETYIOLMM BBEICHUEM KaXble 2 Mecs1a) B TeUeHHEe MUHUMYM 1 rosa
OIICHUBAJACh B PaHIOMH3UPOBAHHOM MHOTOIIEHTPOBOM OTKPBITOM HCCIICIOBAHUNA HEMEHbIICH
s dexruBHOCTH ¢ akTHBHBIM KOHTposieM VIOLET manutensHocThio 100 Heaens.

B wuccnenoBanum cpaBHHMBasach 3(PGEKTUBHOCTh PEXUMOB TNpuUMeHEHHs aduubepuenta 2 Mr
«IeuuTh M yBenuuuBaTh HHTEpBAD» (2T&E, MUHMMaIbHBIE HMHTEPBAIbl MEXKAY HHBEKLUIMHU
COCTAaBIUIM & HeAeNnb M IOCTENEHHO YBEJIMYMBAINCh B 3aBUCUMOCTH OT KJIMHUYECKHX U
aHATOMMYECKHX MCXOJI0B) U MpUMeHeHHs adiubeprienta 2 Mr, BBOIUMOTO 10 HE0OXOAUMOCTH (pro
re nata) (2PRN, manmentsl HaOmomamuch Kaxiaple 4 HEACHIM MW TOJIydadd WHBEKIUU T10
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adubepienTta 2 Mr kaxapie 8 Henenb (2Q8) B TeUeHHE BTOPOTO U TPETHETO T'Ojla TEPAITUH.

PexomenayeMblii miar yBelnueHUs UHTEPBAJIIOB MEXIY MHBEKIUSMU B MCCIIEIOBAHUUA COCTaBUII 2
Henenu. B rpynmne 2T&E pernienue 06 yBeTudeHUU U YMEHBIIICHUH HHTEPBAJIOB MKy HHBEKITUSIMHU
0CTaBaJIOCh HA YCMOTPEHUE UCCIIEA0BATES.

[TepBuuHO#l KOHEUHOUW TOukOW 3PdexkTnBHOCTH sBIsIOCh M3MeHeHne MKO3 k 52-i Henmene 1o
CPaBHEHHMIO C UCXOAHBIM. JlaHHBIH oka3aTens coctaBui 0,5 + 6,7 Oyksbl B rpynme 2T&E u 1,7 £ 6,8
oykseI B rpynie 2PRN o cpaBaenuto ¢ 0,4 £ 6,7 6ykBbl B rpyrie 2Q8, TOCTUTHYB CTAaTUCTUYESCKU
Hemenbiiei d¢pdexkruBHocty (p <0,0001 mns obeux rpymm; NI B mpenenax 4 OykB). 3HaueHUs
m3Menenus MKO3 na 100-ii Henene mo CpaBHEHHMIO C HMCXOJHBIM YPOBHEM COOTBETCTBOBAIIU
pesyabTatam 52it negenu: -0,1 + 9,1 O0ykB B rpynne 2T&E u 1,8 + 9,0 6ykB B rpynne 2PRN no
cpaBHeHuto ¢ 0,1 + 7,2 OykBbl B rpymie 2Q8.

Cpennee xonuuecTBo nHbekui 3a 100 Henens uccnenoBanus cocrasuio 12,3, 10,0 u 11,5 ms 2Q8,
2T&E u 2PRN, coOTBETCTBEHHO.

Ha 52-it u 100-it Henene, TO €CTh HA BTOPOM U TPEThEM TOAy JieueHus, cpeanue nzmenenus TL3C
OB COMTOCTABUMBI [ PEXKMUMOB BBEICHHSI IIpeTapara «JIeunuTh U yBennuuBaTh untepBam» (2T&E),
pekuMa BBeJICHUS IperapaTa mo Heooxoaumoct (2PRN) u pexuma 2Q8, coorBeTcTBEeHHO, -2,1, 2,2
u -18,8 Mukpon Ha 52-if Heaene u 2,3,-13,9 u -15,5 mukpon Ha 100-i Henene.

[Tpoduns Ge30macHOCTH B OTHOMICHUHM O(TATBLMOJOTHYCCKUX M CHUCTEMHBIX HEKEIATeIbHBIX
SIBIIGHUH TpeX peKUMOB JO3UPOBAHUs ObLI COMOCTABUM C MpoduieM 6€30MaCHOCTH, OTMEUYEHHBIM B
peructpanronsbix uccienoBanusiax VIVID u VISTA.

Muonuueckas xopuoudanvHas HeogacKyaapuzayus (muonuveckas XHB)

Muonunyeckas XHB sBnsercs 4acTodl NpUYMHON MOTEPH 3PEHUSA Y B3POCIBIX C MATOJOTMYECKON
muonue. OHa TPOSABISETCS BO3HUKHOBEHHUEM «IAKOBBIX TPEUINH», SBISIOIIUXCS CIEICTBUEM
pa3pbIBOB MeMOpaHbl bpyxa, u npeacrasisier coboil Hanbosee yrposkaroliee 3peHHIO SBJICHNE pU
naTojiorndeckoil Muonuu. bezonacHocts 1 3¢ pekTUBHOCTS adubepLenTa y paHee He MOoTydaBIInX
JIeYeHHUE MalUEeHTOB ¢ Muonndeckod XHB onenuBanucey B paHJOMU3UPOBAHHOM MHOT'OLIEHTPOBOM
JBOMHOM MAacCKHpOBaHHOM KoHTposmpyemoMm uccinegoanuun MYRROR. Tlanuentsr Obutn
PaHIOMHU3UPOBAHBI B COOTHOIIEHUH 3:1 Ju1st mostyueHust 2 Mr adguinbeplienta HHTPaBUTPEATIbHO WIN
JUISL TIOJIyYEHMS] UMUTALMA MHBEKLIUN €IUHOXKbl B Hadaje HCCIENOBAHMS C JONOJIHUTEIbHBIMU
MHBEKIHUAMHU B CIydae cOXpaHEHus 3a0o0yieBaHMs WIM peuuanBa 1o 24-it Henenu. Haunnas ¢ 24-i
HEJENW IalMeHTHl, IIOJy4aBIIME WMHUTALMM WHBEKIUH, MONIM TOJYYHTh IIEPBYKO 103y
adgumbeprenta. 3aTeM MalMEHTHl 00EUX TPYMI MOIJHM MOJYy4aTh JOMOJHHUTEIbHbIE MHBEKIUH B
cllydae coXpaHeHHsI 3a00JIeBaHUS WM pelUIHBa.

Bcero nedenue u onenka 3ppexTuBHOCTH OBLIH MpoBeneHbl y 121 manuenTa, u3 HuX 90 manueHToB
nostydanu aduubepuent. B uccnenoBanue Obul BKIIIOUEHBI MALIMEHTHI B Bo3pacte oT 27 Ao 83 ner,
cpenHuit Bo3pacT coctaBuia 58 net. B uccnenoBanuu no nokasanuto muonuueckas XHB npumepno
36 % (33 u3 91) manueHToB, paHIOMU3UPOBAHHBIX B rpymimy adiaudepiienTta, ObUTd B BO3pacTe 65
net wiu crapuie, u npuMepHo 10 % (9 u3 91) — B Bo3pacre 75 net unu crapuie.

Paznuumnss mexay rpynmnaMyd ObUTM CTaTHCTUYECKHM 3HAYUMBIMU B TOJbB3y aduuleprenta 1o
MEepBUYHON KOHEeUHOU Touke (M3meHeHne MKO3) u moaATBep kK IalolUMU 110 BTOPHYHON KOHEYHON
TOUKe (7015 manuueHToB, y kotopbix MKO3 yBenuuuniach He MeHee 4eM Ha 15 OykB) Ha 24-ii Hezene
[0 CPAaBHEHMIO C UCXOJTHBIM COCTOSIHHEM. Pa3zinnuus mo o6erMM KOHEYHBIM TOUYKaM COXPaHSUIUCH 10
48-i1 Henemny.

[TonpobHoe onmcanue pe3yabTatoB uccienosanuss MYRROR npuseneno B Tabnuue 5.
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uccneoosaruu MYRROR

MYRROR

24 Henens 48 nenens

Onenka 3pPeKTHBHOCTH

Admmbeprient Wmuranus Admbeprient WMmuranmsg MHBEKIINT
2 mr (N=90) | uasekiun (N=31) | 2 mr (N=90) | /adpmubeprent 2 mr (N=31)

Cpenuee nzmenenue MKO3
o mkaine ETDRS no
CPaBHEHHIO C UCXOIHBIM
cocrosiunem (CO?)

12,1 (8,3) -2,0 (9,7) 13,5 (8,8) 3,0 (14,3)

J{oJIsT IaIMeHTOoB,

nprOaBUBIIMX >15 OYyKB IO
mkaine ETDRS no 38,9 % 9,7% 50,0 % 29,0 %
CPaBHEHHIO C HCXOIHBIM

COCTOSTHUEM

1Co: CTaHAAPTHOE OTKJIOHEHHUE.

B uccnenosannn MYRROR y narnuenTos, nmoyiyuaBmmx tepanuto ahaudeprentoM (0 Ha UHBEKIUS
B HayaJie TEparuu, ¢ JOTOJHUTEIbHBIMA HWHBCKIMSIMH B CIIy4ae COXpaHEHUs 3a00JIeBaHUS HIU
pernauBa), TH3C ymeHbmmnace BCKOpe Iocie Hayana JiedeHus, Ha 24-ii Hexene ObLIO
CTaTUCTHYECKH 3HAYMMO MPEBOCXOAANINM B rpymre adumodeprenta (-79 u -4 MUKPOH JUIS TPYIIIBI
adnubeprienta 2 M 1 KOHTPOJIBHOM TPYIIIBI, COOTBETCTBEHHO) U COXPAHSIOCH 10 48-i Hemenu.
Kpome Toro, causuics cpennuil pasmep nopaxenus XHB.

5.2. GapMaKOKHHeTHYeCKHUe CBOMCTBA

AdnubeprienT BBOAUTCS HEMOCPEACTBEHHO B CTEKJIOBUHOE TEJIO JUIsI OKa3aHHsS JIOKAJIBHOTO
BO31€HCTBHUA.

AOGcopOrus

ITocne wHTpaBUTpealbHOrOo BBeACHUSA aduuOeplenT MEAJeHHO BCAaChIBAETCS B CUCTEMHBIN
KPOBOTOK, T7Ie 00OHapY>KMBAETCs B OCHOBHOM B BHJI€ HEAKTUBHOTO cTa0uiIbHOTO KomIuiekca ¢ VEGF;
IIPU ATOM TOJIBKO CBOOOHBIH adrbeprienT MokeT cBa3bIBaTh dHA0reHHbIH VEGF.

B uccnenoBanuu (hapMakOKMHETHKH € 4acThIM OTOOPOM Mpod y 6 MalMeHTOB ¢ HEOBACKYJISIPHOU
«BIaXHOW» popmoit BM /] MakcumalbHbIe MJIa3MEHHbIE KOHLIEHTpAIMK cBOOOIHOTO aduinbeprenTta
(cucremnass Cmax) B teueHue 1-3 nHel mociie MHTPABUTPEATbHOM MHBEKIMH J103bl 2 MI' ObLIN
HU3KUMH, B cpenHeM mnpumepHo 0,02 mxr/min (auamazon ot 0 mo 0,054), u ObuUTM HEONPEIETUMbI
yepes JIB€ HeJleH M0Cie NHBEKIUU PAKTUYECKH Y BCEeX MalUueHTOB. AQuubepent He KyMyJIupyeT
B IJIa3M€ KPOBH ITPH UHTPABUTPEAIBLHOM BBEJECHUH KaXK/Ible 4 HEZlEH.

Pacnopenenenne

Cpennue MakcUMalbHbIE JIa3MEHHBIE KOHIIEHTPAIMK CBOOOAHOrO adubeprenta npuMepHo B 50-
500 pa3 HuKe, YeM KOHIIEHTPAIMH, HEOOXOIMMBIE NIl MHTHOUPOBAHHUS OMOJIOTUUECKONW aKTUBHOCTH
VEGF B cucremHoM kpoBoToke Ha 50 % Ha JKHBOTHBIX MOJENAX, Y KOTOPBIX H3MEHEHHUS
apTepHalibHOTO JaBJIEHUS HAOMIOAANUCh TOCHEe JOCTH)KEHMSI KOHIIGHTpaluu CBOOOJHOTO
aguubeprienTa B CHCTEMHOM KPOBOTOKe 0K0J10 10 MKI/Mi1, 1aBjeHHE BO3BPALIATIOCH K HOPMaIbHBIM
3HAYEHUSM MPU CHIKEHUU KOHLIEHTpaluu Huxke 1 MKr/mi. Oxujaercs, 4To CpeAHsisl MiIa3MeHHast
KOHIIGHTpauusi cBoObogHoro admaubepuenta mociae WHTPABUTPEATbHOW WHBEKUUH 2 ML
adnubepenta manueHTam Oyzaet Oosnee yeM B 100 pa3 Hmke, 4eM KOHIEHTpamus adaudeplienta,
HeoOXoauMas s CBsi3bIBaHMs monoBHHBI cuctemMHoro VEGF (2,91 wmkr/mm) y 310pOBbIX
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KaK U3MCHCHH apTEPHUATIBHOIO JaBJICHUA, MAJIOBEPOATHO.

Bemuunna cpemneit Cmax cBobOomHoro adumOepiiennita B TJIa3ME€ COTJIACHO —pe3ysibTaTaM
(hapMaKOKMHETHYECKUX JOTOJHUTEIBHBIX HCcceoBaHuH ¢ yuacTueM namueHToB ¢ OLIBC, OBIIBC,
JIMO u muonmueckoit XHB naxomunacek B nuanazone ot 0,03 go 0,05 MKr/mi, WHIMBUAYATbHBIE
3HaueHus He mpesbimanu 0,14 Mxr/mu. BrnocnencTBuu rmiia3MeHHBbIE KOHIICHTPAIIMH CBOOOJIHOTO
adnmbeprienTa CHIKAITUCH 10 3HAYCHUH HIDKE WM OJU3KHUX K HIDKHEMY MPE/eNTy KOJTNIECTBEHHOTO
ompeeeHus, Kak MpaBuio, B TEUCHHE 0 HOU Henenu. [lo ucreuenuu 4 Henemnp, mepet CeayoMuM
MPUMEHEHHUEM y BCEX MAIIMEHTOB KOHIICHTPAIUH ObLTH HEOIIPEICTISEMBI.

BI/IOTDaHCd)ODMaHI/IH

[Tockonbky KoHTHMHHMS — OENKOBBIA NpenapaT, HUKAKUX HCCIENOBaHMN ero Meradoim3Ma He
IIPOBOJMIIOCH.

OnUMUHALMS

CBobOoausnii  apnubepuent csasbiBaeTcsi ¢ VEGF ¢ oOpazoBanueM cTaOMIBHOTO WHEPTHOTO
koMIuiekca. OKHIaeTcsi, YTO, KaK W JPYrue KPYyIHbIE OCNTKH, W CBOOOIHBIA, W CBSI3aHHBIN
adumbeprent OyaeT BBIBOJAUTHCS M3 OpraHU3Ma MyTeM MPOTEOTUTHUECKOTO KaTabom3Ma.

JInna moXmjioro Bo3pacra

CobmroieHne Kakux-JIn0o CreualbHbIX YeIoBUi He TpedyeTcst. ONbIT IPUMEHEHHS Y TAI[UEHTOB C
JAMO crapie 75 j1eT orpaHryeH.

IloyeyHass HEAOCTATOYHOCTh

Hukakux crnenuaibHBIX UCCIEAOBAHUN C YJaCTHEM IMAllMEHTOB C HAPYIICHHOW (PYHKIMEH MOYeK,
nonydaronux adaudeprient, He TPOBOAUIOCH.

Ananu3 papmMakoOKMHETHUECKUX JaHHbIX ucciaenaoBanus VIEW?2 nokasan, uro y 40 % nanneHToB ¢
HapymeHussMu GyHKIMU nodek (24 % - nerkoil cremnenu, 15 % - ymepeHHoit crenenu u 1 % -
TSDKEJION CTENEeHW) MOoCe MHTPABUTPEAIbHOTO BBEJIEHUS KaxJble 4 win 8 Helenb pa3inyuil B
TUTa3MEHHBIX KOHIEHTPAIUAX aKTUBHOTO BELIECTBAa HE OTMEYAJIOCh.

Cxoxwue pe3ynbrarbl Obud monyudeHbl y mamueHToB ¢ OLIBC B wuccnemoBanuu GALILEO, y
nagueHToB ¢ JIMO B unccnenoBanuu VIVID-DME u y nanmentoB ¢ muonumdeckod XHB B
uccnenosann MYRROR.

CTH

Admubeprient HEe TPUMEHSETCS Y JaHHOW TPYIIBI MAIMEHTOB IO MOKa3aHUsIM «BJIaKHAs» (popma
BM]1, OLIBC, OBIIBC, IMO u muonuueckas XHB.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeueHb BcioMoraTebHbIX BeleCTB

I'mectunma
Harpus xnopun
Caxapo3a
[Tonmucop6at 20

XnopoBoopoaHast kuciaoTa (s koppekmuu pH)
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(NOCNEQCBATENEHOCTE 0003)

Boga a1 nHBEKIIUH.

6.2. HecoBMecTHUMOCTH

B cBs3u ¢ OTCyTCTBMEM HCCIIEOBAaHUN COBMECTUMOCTH, JAHHBIM JICKAPCTBEHHBIN IIpernapar He
CJIelyeT CMEIINBATh C APYTUMU JIEKapCTBEHHBIMHU IIpenapaTaMu.

6.3. Cpok roaHocT (CpOK XpaHeHHs)

18 mecsieB.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

Xpauutsb npu Temnepatype ot 2 10 8 °C B OpUrnHaIbHOM yrakoBKe (Tauke KapTOHHOM ) 17151 3aIIUThI
ot cBera. He 3amopakuBars.

[lepen mpuMeHeHUEM HEBCKPBITHIN ()JIaKOH B OPUTHHAJIBHOW YMAKOBKe (ITauke KApTOHHOM) MOXKET
XpaHUThCA Ipu Temneparype He Bbiiie 25 °C 10 24 4acos.

6.5. XapakTep u coep:kaHue YIAKOBKHU

ITo 0,278 mu nmpemapara* Bo (h1akoH U3 CTEKIA | THIPOIUTHYECKOTO Kilacca, YKYIOPEHHBIN MPOOKOH
PE3UHOBOM, C OOKATKOM KOJIMAaYKOM aTIOMHUHUEBO-TNIACTUKOBBIM C KOHTPOJIEM MIEPBOTO BCKPBITHSL.

Ha xaxp1ii J1akoH HAKJICUBAIOT ITHKETKY CaMOKJICSIIIIYFOCS.

*[IpemapaT mpOU3BOIUTCS C U30BITKOM HAIIOJHEHHS B IICJIAX 00€CIIeYCHHSI U3BJIEKAEMOI0 00beMa He
menee 0,1 M.

1 (1)J'IaKOH C mperunaparoM BMECTC C JIMCTKOM-BKJIAJBINICM — B IMAYKC U3 KapTOHA. I[J'ISI KOHTPOJIA
MEPBOTr0 BCKPLITUA JOIMYCKACTCA HAHCCCHUEC 3TUKCTOK CAMOKIJICAIINXCS HA KJIAITaHbl ITa4YKH.

N
1 ¢pnakoH c npenapaTom — B KOHTYPHON SYEUKOBON yIaKOBKE U3 IMJIEHKH MOJUMEPHOM.

1 KOHTYpHas sUerKoBas YIIakOBKa BMECTEC C JIMCTKOM-BKJIAABIIEM — B IIAYKE U3 KapTOHA. I[J'Iﬁ
KOHTPOJIA TMEPBOro BCKPBLITUA MOOIMYCKACTCA HAHCCCHUE OJTHUKETOK CaMOKIICANIUMXCSI Ha KIIallaHbl
IIa4YKH.

N

1 ¢nakoH ¢ mpenapaToM M Uria, cHaOKeHHas (GUIBTPOM JJIs U3BJICUEHUS Ipernapara u3 (rakoHa,
BMECTE C JIMCTKOM-BKJAJbIIeM — B Mauyke U3 KapToHa. /i1 KOHTPOJS MEpBOrO0 BCKPBITHA
JIOTTYCKAeTCsl HAHECEHNE ITUKETOK CAaMOKJIESIIINXCS Ha KJIallaHbl TA4KH.

N
1 pmakoH c mpenapaTom — B KOHTYPHOU SYEHKOBOMN yIMaKOBKE U3 TIEHKH MOJIMMEPHOH.

1 KOHTypHas siluelKoBas yIakoBKa M WUIJIa, CHaOXeHHass GUIbTPOM i U3BJICUEHHUS IperapaTa us3
¢1akoHa, BMECTE C JINCTKOM-BKJIQ/IBIIIIEM — B ITaYKe U3 KapToHa. J{JIs1 KOHTPOJIS MEPBOrO BCKPBITUS
JOMYCKAeTCs] HAHECEHNE ITUKETOK CAMOKJICAIINXCS HA KIIAllaHbl Ma4KH.

N

1 ¢nakoH ¢ mpenapaToM B KOMIUIEKTE C UTJI0H, CHAO0KEHHOHN (pUIBTPOM, JUIsl M3BIICUEHUS ITpenapara
u3 (hrakoHa, UIIOM JUISI MHBEKIHHA, MINPHUIEM — B KOHTYPHOH SYEHKOBOW YIAaKOBKE U3 IUICHKU
MOJUMEPHOM.
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1 KOHTypHas sYeiiKOBas yIaKOBKAa BMECTE C JIHCTK: )M-BKJIB.,&BEIEEZ' =y ﬁﬁJ}é%Hgabioﬁalf[ﬁh

KOHTPOJIA IIEPBOro BCKPBITUA MOOIIYCKACTCA HAHCCCHHUE OJTHKETOK CaMOKIICAIIUMXCSA Ha KIlallaHbI
ITa4YKH.

Kaxp1ii KOMIIOHEHT pacXOJHBIX MEAUIIMHCKUX MaTepHaIOB (Uriia ¢ GUIBTPOM, UTJIa U MHBEKIIHH,
LITPUIL]) TIOMEUIEH B CTEPUIIBHYIO OJTHOPA30BYIO YIIAKOBKY.

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NIPH YHHYTOKEHHH HCII0Ib30BAHHOI0 JIEKAPCTBEHHOT 0
npenapara MM OTXO0J0B, MOJYYEHHBIX MOC/Je NMPUMEHEHHs JIEKAPCTBEHHOr0 Mpenapara, u
Apyrue MAHMIYJISLMU € IPenapaTom

Kaxnp1ii hrakoH clieayeT nCnoab30BaTh TOIBKO JJIS OJHON MHTPABUTPEATbHON HHBEKIIHH.

®nakoH coaepkUT 103y adaubepuenTta, NPEBHILIAIOILYI0 PEKOMEHIOBAHHYIO JI03y 2 MI
(oxBuBaneHTHYIO 0,05 M pacTBOpa Ui MHBEKIHH). M3BIekaeMblii 00beM (h1akoHa — 3TO 00BEM,
KOTOPBI MOXeT OBbITh W3BJICYEH U3 (PJIaKOHA U HE HCHOJIb3YeTCs MOJIHOCTHIO. JIeKapCTBEHHBIN
npernapaTt IpOrU3BOJUTCS ¢ M30BITKOM HAIOJIHEHUS B IENAX 00€CIIeYeHNs U3BIIEKaeMoro o0bemMa He
menee 0,10 mir.

[lepen mpuMeHeHUEM clielyeT BHUMATEIbHO OCMOTpeTh (uiakoH. llpu HapylieHuu 1elnoCTHOCTH
(akoHa, 3HAYUTEITLHOM U3MEHEHUH 1[BETa, IOMYTHEHUH, OOHAPYKEHUU BUAMMBIX YaCTHUI] IpenapaT
HEJIb3sI IPUMEHSTh, U OH JIOJDKEH OBITh YTHIIU3UPOBAH.

OunbTpoBanbHas Uria HE JOJDKHA HCIONb30BAThCs ISl MHbEKIMH. DuibTpoBalibHAs WUIla HE
MUPOTEHHA W HE TMOJICKHUT CTEPUIIM3AIMK METOJAOM aBTOKJIaBUpoBaHus. [lpu HapymieHun
LEJTOCTHOCTH WHAMBUAYAIBHON YIaKOBKH (UIBTPOBAIBHYIO WUIIy NPUMEHATh Henb3s. llocne
WCIOJIb30BaHUsT (DMIIBTPOBAIIbHAS UTJIa YTHIIM3UPYETCS B KOHTCHHEpP JUIsl cOOpa OTXOA0B Kiacca A
(manmoomnacHble 0oTx0/bl). [loBTOpHOE HCTONB30BaHUE (DUIBTPOBATHHONW HIJIBI MOXKET MPUBECTH K
Pa3BUTHIO HH(EKIIUU WU APYTOTO 3a00J1€BaHUS/ TIOPAKEHUSI.

Z[J'IH HHTpaBHTpeaHBHOﬁ HUHBCKIUU CIICAYCT UCIIOJIB30BATh UTITY IJIA HHBEKIIHIA.

MHCTpYKIINY 110 MCIIOJIb30BaHUI0 (hJIAKOHA:

Y nangror IUTACTUKOBBINA KOJITIa40K "
Ne3UHPUIMPYIOT  BHEIIHIOK  YacTh  PE3MHOBOM
npo6Ku (IiakoHa. \

[Ipucoenunsror (GUIBTPOBANIbHYIO Uy K
CTEpWIBHOMY IINPHUIY HAa 1 MIJI C JIFO3POBCKUM
HaKOHEYHHKOM.

OUIBTPOBAIIBHYIO UTJTY BBOJAT Yepe3 LIEHTP MPOOKHU
(h1akoHa 10 TEX MOP, TOKa OHA MOJTHOCTHIO HE BOMIET
BO (hJIaKOH U ee KOHEIl He KOCHETCs Kpas (prakoHa.
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(MOCAEQOBATENEROC T 0003)
Cobmromast  mpaBWja  aceNTHKH,  H3BJICKAIO \
cogepkuMoe (urakoHa ¢ mpernaparoM KoHTHHUS B \]

IINPULl, HEMHOTO HAKJIOHAA (IIAKOH ISl TIOJHOTO
u3BICUEHUs mpemapara. s mpemoTBparieHus 7
MOMA/IaHUsT BO3AyXa HEOOXOIUMO YOemuThCs, UTO
KOHEIl WIJbl MOTpYKeH B XKuAKocTh. [Ipu otbOope
pacTBOpa MPOIODKAIOT HAKIOHATH (JIAaKOH, Clens 3a = -—-
TEM, YTOOBI KOHEI UTJIbI OBUT MOTPY>KEH B KUAKOCTb.

Y6enuBIINCH, 4TO IITOK MOPIIHS AOCTATOUHO OTTSHYT Ha3a]l Ipu 3a0ope pacTBopa u3 (akoHa,
(GUIBTPOBANBHYIO UTITY MOJHOCTHIO OIMYCTOLIAIOT.

OUIBTPOBANILHYIO UITY CHUMAIOT M YTHIIU3UPYIOT.

[Tpumeuanue: GuIbTpOBaTbHAS UIJIA HE UCTIOIB3YETCS I MHTPABUTPEATbHON HHBEKIIHUH.

Cobnronast mpaBuiia aCeNTUKU, UTITY I MHBEKIIUU
IUIOTHO TMPHUCOCAUHSIOT K KOHYMKY IINpHUIA C
JIFOPPOBCKUM HAKOHEYHUKOM.

Jlepska WIpuI UIJI0M BBEPX, IPOBEPSIOT PACTBOP Ha
Hanuuue  Iys3elppkoB. Ecim  oHM  MMerored,
OCTOPOKHO BCTPSIXMBAIOT IUIPHUIL, MOCTYKHBas IO
HEMY IalbLEM J0 TE€X IOp, IOKAa BCE Iy3BIPBKU HE
MIOAHUMYTCSI HABEPX.

MeneHHO Ha/aBIMBasi Ha MOPILIEHb TaK, YTOOBI €ro
wiockuil kpait goctur Metku 0,05 mn Ha mmpuue,
YIQIAIOT BCE€ MY3bIPbKHM U H30BITOUHBIA 00BEM
mpernapara.

Pactsop nocne yaanequs ny3sipbkos
B03/1yxa 1 U36bITOYHOr0 06bema npenapara

[nockwi kpai
NOPLHA

@DI1akoH NpeHAa3HAYEH TOJIBKO U OJHOKPATHOI'O UCIIOIb30BaHus. VI3BIeUeHrEe HECKOIBKUX 103 U3
oHOTrO (hIaKOHa MOXKET TNPUBECTH K YBEJIMYEHHUIO PHUCKA KOHTAMHHALIMM U TOCIEIYIOIEMY
pa3BuTHIO WH(pEKIUH. Bech oOCTaBIIMIiCS JEKapCTBEHHBIM Mpernapar MM OTXOIbl CIEHAYeT
YHUUYTOKUTB B YCTAHOBJICHHOM IOPSIKE.
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7. IEPKATEJb PETUCTPAIIMOHHOTO Y IOCTOBEPE s~ W54 TENEHOCTS 0003

AO «I'EHEPUYMy,

601125, Bnagumupckas 06i1., [lerymunckuii paitoH, moc. Bonerunckuii, yin. 3aBoackas, ctp. 273
Ten.: +7 (49243) 72-5-20, 72-5-14

AJlpec 3JIeKTPOHHOM MOYTHI: generium@generium.ru

7.1. Hpe}ICTaBHTeJIL AepiKaTeIsl PpETUCTPAIUMOHHOI'O YIOCTOBEPECHUS HA TEPPUTOPUH Coro3a

[IpereH3un noTpeOUTEIICH HAIPABJIATh 110 aJIPECy:

B Poccuiickoit Pepepanuu

Poccuiickas @enepanus

AO «I'EHEPUYM»

601125, Bnanumupckas o0:1., [lerymmHckuii paiion, noc. Boasrunckuii, yi. 3aBojackas, ctp. 273
Temn.: +7 (49243) 72-5-20, 72-5-14

AJpec IeKTpOHHOU MOYTHL: generium@generium.ru

B PecniyOnmke benapych

Poccuiickas @enepanus

AO «'EHEPUYM»

601125, Bnanumupckas o0:1., [letymmHckuit paiion, noc. Boasrunckuid, yi. 3aBojackasi, ctp. 273
Ten.: 8-820-007-33338

AJpec IeKTpOHHOU MOYTHL: generium@generium.ru

B PecniyOnmnke Kazaxcran

Pecny6nuka Kazaxcran

TOO «KaparannuHckuii hapmMarieBTHUECKUM KOMITIIEKC)
100009, r. Kaparanna, yn. I'azanuesa, ctp.16

Ten./axc: +7 (7212) 437002

Ten.: +7 (7212) 908042

Anpec anexkrponnoit noutsl: kphk@kphk.kz

B Pecniybnnke Apmenus

PecniyOnmka Apmenus

00O «Apro-dapmy,

r. Epesan, yn. Cynnyksna 13/9

Ten.: +374 (10) 744080, +374 (77)489875.
Anpec snektponHoi moutsl: info@argopharm.am

B KbIpreisckoit Pecriybunuke:

Poccuiickas @enepanus

AO «I'EHEPUYM»

601125, Bnanumupckas o0:1., paiton [lerymunckuii, n. Bonsrunckuit, yin. 3aBojckas, ctp. 273
Ten. +80033322274

Anpec 3JIeKTpOHHOM MOYTHI: generium@generium.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
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9. TATA TEPBUYHON PETHMCTPAIMM (NOATBEPKAEHIGE  PETUCTPATIHY,

NEPEPEI'MCTPALIMN)

JlaTa nepBOH perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OO6mrast xapakTepucTHKa JIeKapCTBEHHOTo mpemnapara KoHTHHHS AocTynmHa Ha WH(OPMAIMOHHOM
noptane EBpa3uiicKoro 3KOHOMHYECKOTO COI03a B HH(POPMALMOHHO-KOMMYHHUKAIIMOHHOM CeTH
«MuTepuer» https://eec.eaunion.org/.
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